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PROCEEDI NGS
OPEN NG REMARKS

DR SHAPIRO Let nme begin. First of all,
want to wel conme everyone to the neeting and once again
t hank the conmm ssioners thensel ves for being here today
and, of course, our guests. W are very grateful to all
of you for taking the tine.

Let nme just review a few things about our
agenda. This norning our agenda is really taken up
with two panels of visitors and our discussions with
themcircling around the issue of the definition of
research and the interaction of the various types of
research with bioethics. W wll introduce our first
panel in just a nonment but essentially this norning is
exclusively devoted to these two panels.

This afternoon we will be turning to sone
di scussions of our own work. In particular, trying to
devel op a conceptual framework for when it is that the
federal regulations or other regul ati ons ought to be
I nvoked when human subjects are involved. That has to
do with what we sonetines call the definition of
research for the purposes of the applicability of
federal regul ations.

W will have sone discussion on that this

afternoon and we will also hear a report fromKath
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Hanna on our survey of the federal agencies and where
that is standing at the nonent.

Tonorrow norning we hear mainly fromthe
private sector. W wll have a nunber of presentations
tonmorrow norning. Again we have two roundtables. One
representing people fromthe pharnmaceutical and
bi ot echnol ogy conpani es and one mainly people from
research firns.

Agai n address -- tonorrow norning' s panels
really address the intersection of two of our projects,
namely our oversight project, which is really the focus
of today's discussions all day and our international
proj ect which we do not have officially on the agenda
this tine but | think the panel tonorrow norning wll
touch a nunber of issues which are rel evant regarding
our oversight project.

So | think we have a full day today and a full
hal f day tonorrow and | hope that we can get a | ot of
our work done during this period.

Let me just turn very briefly to Eric to say
just a very few things. You have all received his
Executive Director's report which was sent to you with
the agenda. | will then turn to Marjorie for an
equal ly brief update since that is also in a neno that

I's in your agenda materials and then | want to turn as
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qui ckly as possible to our panel.

Eric?

DR MESLIN.  Thanks very rmuch and wel cone to
everyone who coul d cone today.

I f you have questions about the report feel
free to direct themto ne.

One other iteml|l wanted to bring to your
attention that | have nentioned before and that is the
ongoi ng work we are engaged in to plan for the third
i nternational global summt of national bioethics
conm ssions that will occur in London in Septenber.
Wrk is proceeding a pace on that. There will |ikely
be as many as 40 national conm ssions in London and
NBAC wi || be represented. | will give you nore
information on that over e-mail as to places, dates and
tinmes but it should be a very productive neeting.

The other item!| sinply wanted to raise is it
gives nme pleasure to | et conm ssioners know that a new
staff nmenber has joined us. den Drew den is here
In the roomsonewhere. | do not see himat this point.

He is at the back. | want to welcone Gen froma very
di sti ngui shed career at FDA. He has joined us on a
detail for a period of tine to provide support for and
direct involvenent in our oversight project. He is a

| awyer and engi neer by training and his particulars and
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CV can be nmade avail able to conm ssioners and staff.

So wel cone, den, and thanks very nuch for
bei ng here.

DR SHAPI RO Thank you very nuch.

Marjorie, a brief report on just an update on
t he oversi ght project.

ETH CAL AND PQOLI CY | SSUES
IN THE OVERSI GHT OF HUVAN SUBJECTS
OVERVI EW OF WORK TO DATE

DR SPEERS. Thank you. Good norning.

The oversight project is progressing nicely as
| think you can see fromthe agenda that we have today
and fromthe materials that are provided in your
briefing books. I want to point out that the briefing
book you have a description now of the papers that we
have comm ssioned for this report. You can see now who
the authors are and a very brief summary of their
papers.

W& expect that the papers will be done on the
dates that we have given the authors or at |east very
close to those dates. The papers -- the first papers
that will be conpleted are those that are | ooking at
the purpose of a regulatory -- of a regulatory
framework and on alternative nodels.

So it is our anticipation that at the June
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nmeeting we will be able to pick up the topic that we
have been di scussing around the current regul atory
framework and structure and what it mght |ook |ike
that we will be able to pick that topic up then at the
June neeting because you will have papers that are
ready at that tinme and we can have testinony al so
prepared at that tine.

The ot her papers will conme in later in June
and we will then be able to nove forward at the July
neeting with discussions around infornmed consent, risk,
vul ner abl e popul ations, and then by the fall nove on to
topics related to the current | RB system and
functi oni ng.

| just spend the tine to say that to you
because | think what it indicates is that this project
Is on track and we should be able to conplete it by the
end of this year or early next year based on the way
t hat we have organi zed the work.

W have al so in your briefing book included
brief summaries of the ethics codes of a nunber of
soci al science organizations. W did that for you
because in addition to the topic today, which is the
definition of research, we want you to becone famliar
with the types of research and the issues that social

sci ence organi zati ons have.
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The current regul ations for protecting
i ndi vidual s who participate in research covers the full
gamut of research, that is both bionedical and
behavi oral research. It is very easy for us to think
about bi onmedi cal research because that is often on our
m nds but the regulations include all research and so
our recommendations need to take into account the other
types of research

Carrie Jo Leo on our staff put this section of
your briefing packets together and I think she did a
very nice job of not only pulling the codes but
excerpting the nmajor areas that are related to human
subj ects protection to give you a flavor of the types
of issues that social scientists deal wth.

Yesterday Elisa Ei semann and | attended a town
nmeeting in Pittsburgh. This was our second town
neeting. It was | thought a very good town neeting
that we had. W had about 25 people in attendance and
t hey spoke, | think, very openly and honestly about
concerns that they have as | RB nenbers and as
researchers. W had a nunber of physician researchers
that were at the neeting yesterday. Ve will be
sunmari zing the town neeting results and thenes for
you.

Since this meno was witten we have al so
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spoken with the organi zers of the May OPRR- FDA wor kshop
that will be occurring in early May in Olando and we
have the opportunity to do a town neeting on May 3rd in
Ol ando and wanted to nake you aware of that in
addition to the one that is going to occur in Chicago
in June.

W will also be handing out to you | ater today
a chart that represents the current regulatory system

A nunber of you have asked ne for a chart, a diagram
some representation of the systemthat we have and so
we are going to be handing that out to you at lunch and
then tal king about it early this afternoon.

DR SHAPI RO Thank you.

Any questions?

Ton?

DR MJURRAY: Thank you. One question | had
was about the first of the comm ssioned papers. Wen |
| ooked over the charge | was not clear whether two
possi bl e di nensi ons were being conflated or whet her
they woul d be addressed separately. This is the paper
by Donal d Chal ners and the two points have to do with
regul atory systens versus gui delines or nonregul atory
systens. That is the first distinction. The second is
bet ween a hunman subj ects protection regine that covers

only governnent funded research and a regi ne that
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covers all research. | just wanted to be sure that
they -- both of those dinensions got attention.

DR SPEERS. Yes. The planin this -- for
this paper is that those topics -- each of those topics
be addressed and | would add a their dinension to that,
which is conprehension in terns of all research, both
bi omedi cal and nonbi onedi cal research, that these
particular -- many of these codes are very general
codes that cover social science research, engineering
research, as well as the bionedical research

And to reiterate your point, both federally
funded and nonfederally funded research, and sone of
t hese systens are regul atory systens but sone are not.

Sone are nore principles or guidance that
organi zations then agree to follow So it is really
t hose three dinensions that woul d be addressed.

DR MJRRAY: WII we ask Chalners also to | ook
at other nodels for organizing the research ethics
conmttees, not just their -- the rule structure but
different ways -- we have tal ked before about New
Zeal and' s structure which has a nmajority of |ay people
on their research ethics conmttee. WII| he be asked
to do that or will any of these authors be asked to do
t hat ?

DR SPEERS. Do you want to go?
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DR MESLIN. Well, just to rem nd
conm ssioners Professor Chalners is the chair of the
Australia National Health Ethics Conmttee, one of the
two national groups that have cone out wth very
conpr ehensi ve gui delines for human subjects research
t he other being Canada. Chal ners' experience extends
to what Tom has descri bed as both | ocal review and
national review nodels. So, yes, we have asked himto
address those issues.

In addition, Soren Hol ne, now at Manchester,
formerly in Copenhagen, is being asked that very sane
question so we wll be seeing two or three different
paper s addressi ng your points, Tom

DR SHAPI RO Any ot her questions from
conmm ssioners on this?

Ckay. Thank you very nmuch. | want to now
turn to our panel and rem nd conm ssioners that every
time we neet we have a different public address system
and a different set of rules and so on.

If you want to be heard you press down on the
button and a red |ight goes on like this and when you
are finished tal king please press again so that it does
not interfere with the sound system

Wll, we are very fortunate to have a very

di sti ngui shed group of people here today to address us
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on this panel. | want to thank you both individually
and collectively for being here. W |look forward very
much not only to what you have to say on the matters
before us but al so through the questions and answers.
VW hope to have sone tinme here where we can have sone
back and forth here.

So thank you very rmuch for being here.

Il will just go fromny left to right here
mai nl y because that is the way it is listed on the
agenda and you happen to be seated that way. So |
really want to welconme Shirley Fry fromthe Cak R dge
Nati onal Laboratory.

It is really great to have you here and thank
you very nmuch for com ng. Please?

PANEL |: DEFIN TION OF RESEARCH
QOCCUPATI ONALL STUDI ES, HEALTH SERVI CE STUDIES
AND POPULATI ON- BASED SURVEYS
SHRLEY FRY, M3 B Ch . MP H., CHAIR
QAK RI DGE ASSOQI ATE UNIVERSI T ES
QAK RI DGE NATI ONAL L ABORATORY | RB

DR FRY: Thank you, M. Chairman, and thank
you, conm Ssioners.

As you said, ny nane is Shirley Fry. | am
from Gak Ri dge Associated Universities, whichis a

smal l er research institute in Cak Ridge just for the
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record.

My formal training is in nmedicine and in
epi dem ology with a degree in nedicine fromthe Trinity
Col l ege, Dublin, in Ireland, which is responsible for
t he al phabet soup, and a nmaster's degree in
epi dem ol ogy post-graduate at the University of North
Carol i na.

For nore than 20 years ny professiona
experience and interests have been in the study of the
acute and long-termeffects of exposure to ionizing
radi ati ons in humans.

My experience in this field includes the
desi gn, performance and scientific direction of
epi dem ol ogi cal studies at the |ocal, national and
international |evel anmong popul ations ranging in size
fromless than a hundred up to several hundred thousand
I ndi vi dual s who were exposed to radiation accidentally
or who were at risk of exposure in the workpl ace.

| have al so served as a nenber for 20 years,
the past five years as the chair, of an institutional
revi ew board that has operated since 1971 under a
mul tiple project assurance with the National Institutes
of Health. This IRB is responsible for the oversight
of human subj ects research proposed and conduct ed by

I nvestigators at the two contractor facilities on the
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Department of Energy's Cak Ridge site, nanely ny own
institution, Oak Ri dge Associated Universities and the
CGak Ridge National Laboratory, both in Cak Ridge,
Tennessee.

Currently our IRB reviews ten or fewer new
protocols a year and inactivates a simlar nunber due
to conpletion. Between 25 and 30 active protocols are
revi ewed annual ly for continuing approval, including
six currently fromother institutions other than our
own for which we now provide |ocal site review

Conpared with academ ¢ nedi cal and basic
bi omedi cal research institutions, our's is a | ow vol une
but highly visible and politically sensitive endeavor
in the generic sense.

M. Chairman, | think you for the opportunity
to bring to the commssion's attention sone issues that
currently concern and perplex our IRB. Specifically in
the light of recent devel opnents in the scope and
nature of federally sponsored occupational health
studi es or prograns involving workers as voluntary
subjects or participants at facilities in our IRB' s
pur vi ew. | will ask you to bear with ne while
attenpt to sunmarize sone background information that I
hope may assist you in putting the genesis of these

I ssues into perspective and, therefore, identifying our
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evol vi ng concer ns.

My remarks are primarily from persona
experience but | do not think they are confined to our
own experience. | think they are, as | wll say |ater,
nore generalizable than Cak Ri dge.

In CGak Ridge, in our institutions, fromthe
outset in 1950 through the 1970's the human studi es
conducted by our IRB s sponsoring research institutions
was subject initially to institutional bionedical
research -- bionedical oversight ainmed at protecting
research subjects and later continued by |IRB review as
regul ati ons were devel oped by NIH and i npl enent ed by
the institutions.

These earlier studies clearly were clinical
research studi es involving consenting patients or
heal thy vol unteers or basic bionedi cal research studies
I nvol ving, for exanple, consenting human vol unteers or
ti ssue sanpl es.

In the 1980's the Departnent of Energy's
changi ng m ssion and directions in bionedical research
and a grow ng concern for the health of fornmer as well
as current workers resulted in a decrease in the nunber
of studies at our institutions that unequivocally net
the current NIH definition of research and the

devel opnent at ORAU of record based epi dem ol ogi ca
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studies of nortality and to a | esser extent norbidity
anong DCE contractor enployees at multiple facilities
nati onw de.

In keeping with institutional policy, these
studies were submtted to the IRB for determnation of
the type of reviewrequired and in nost, if not all,
cases the study proposals were reviewed by the IRB and
revi ew continued for continuing approval as necessary.

This was and continues to be our policy for
epi dem ol ogi ¢ and other health rel ated studi es whose
objectives a priori clearly are to provide
general i zabl e i nformati on.

In the 1990's followi ng the transfer of
responsi bility for occupational research studies from
DOE's Ofice of Energy Research and indirectly to the
National Institute for Qccupational Safety and Health
and the inplenmentation in 1997 of a nmenorandum of
under st andi ng between the Departnent of Energy and the
Centers for Di sease Control and Prevention, DCE s
occupational health studi es were expanded under a
congressional mandate to include voluntary nedical
surveil l ance prograns for sel ected groups of fornmer
wor ker s.

These were prograns involving human

partici pants who do not necessarily fit the nodel of
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clinical or bionedical research that is the focus of
exi sting federal regulations and gui dance for
protection of human subjects and the prograns being
conducted are for the nost part being conducted by off
site investigators.

Sone of these prograns for former workers are
now al so being offered to current enpl oyees as part of
their facility's routine occupational health program

Wrkers eligible for inclusion in these
expanded wor ker studies or prograns are identified from
exi sting plant records either because they are or were
enpl oyed at a plant of interest, such as gaseous
di ffusion plant; had a particular job designation, such
as a construction worker or reactor operator; or
because they were considered to have been or mght in
the future be at risk of occupational exposure to
certain agents such as beryl!lium

A nunber of studies or prograns initiated
under DCOE' s expanded health programare identified as
medi cal nonitoring or surveillance prograns, which by
the strict interpretation of the current definition
woul d not qualify as research and thus nay be exenpted
fromI|RB revi ew.

On cl oser exam nation, however, these prograns

may be found to have the potential not only to benefit
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I ndi vidual participants through referral for diagnosis
and treatnent or conpensation for work rel ated di sease
but al so to generate generalizable information that nay
benefit the w der and future worker comunity.

They al so have the potential to put individual
participants at risk of breach of privacy and
confidentiality of their personally identifiable data
that are conpiled in these prograns. This may happen
despite the best intentioned and executed protective
regul ati ons and saf eguards.

I nformati on obtai ned i n devel opi ng t hese
prograns from existing workplace records and in new
face to face interviews, nedical exam nations and
tests, sone with genetic inplications, in appropriate
or the wong hands can jeopardize individual workers'
future enployability or economc and soci al well-being.

Thus in today's environnment of increasingly

sophi sticated and potentially intrusive bionmedi cal and
conmput er technol ogi es and hei ght ened public awareness

these prograns are not without risks, albeit ones that
are primarily nonphysical in nature.

M. Chairman, | would suggest to you that
wor kers involved as participants in this type of health
study constitute a vul nerabl e popul ati on, whether the

study be research or nedical nonitoring or surveillance
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by desi gn.

Surely individuals in these popul ati ons have
as much right to be fully infornmed of the nonphysi cal
types of risks as has the patient who enrolls in a
clinical trial or a healthy adult who agrees to
participate in a physiological study to be informed of
the risk of adverse physical effects that nmay be
associ ated wth the research procedures.

Only then with this information can workers
fully -- make fully informed decisions about their
participation in such prograns. Under the present
systemif such prograns are deened not to be research,
as currently defined, then the participants are denied
the protections of full and appropriate infornmnmed
consent that | RB review can ensure.

There i s, however, a catch-22 here, and that
Is in identifying or designating a nmedical nonitoring
or surveillance programas research so that it nmay be
assured IRB reviewthere is also has the potential to
deter the participation of individuals at risk of
occupational ly i nduced di sease, the very people the
programis designed to help, because of an abhorrence
or fear of becom ng "an experinental subject."” |
suggest we can do better.

To neet the need for the protection of
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participants in the expanded worker health studies at
the Cak Ridge site, the I RB responsible for human
studi es protection in research conducted at OARU and
ORNL, our IRB, was designated in 1997 by DOE' s Ofice
of Human Subjects Protection Programas the |ocal site
| RB.

I ncluded in these studies or prograns are
current or former enployees at four other Gak Ri dge
site facilities which did not have and previously did
not need an institutional review board because they
were primarily production facilities. Their operations
had no research or other programthat involved human
participants other than routine occupational health
noni toring of current workers by the facilities'
nmedical staff. While the designation as the local site
| RB added to our responsibilities and workl oad, it
carried with it no additional resources to neet them
thus taxing the IRB's sponsoring institutions and ORAU
in particular.

The issue of additional support recently has
been resolved in part for us for DOE sponsored studies.

It remains an issue for N OSH sponsored research
studies as well as at DOE' s headquarters |evel where
resources are sparse and inadequate for the |evel of

effort needed to ensure protection of human subjects in
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the worker health studies as well as the research
st udi es.

M. Chairman, nenbers of our |IRB, including
nysel f, al so have concerns that are evolving policy of
applying full weight of IRB reviewto workers' nedical
surveillance or nonitoring prograns is overkill and
that we are creating a nountain of bureaucracy out of a
nmole hill of an issue. Yet to do otherwi se would, |
think, fall short of doing the right thing even if it
goes beyond what is required.

A broader set of criteria which would
strengt hen inclusion under the unbrella of IRB review
wi t hout over burdening the system if that is possible,
and del ayi ng needed prograns woul d, | suggest, be
hel pful for IRB' s involved in this gray area of
occupational health studies that in the opinion of the
majority of our menbers, including nyself |ies between
unquesti onabl e exenpti on from and unquesti oned
requi rement for I RB review

The situation | have descri bed pertains to but
Is not unique to the OCak Ridge site. Simlar worker
heal th studies are proposed or are being conducted by
off site noninstitution investigators under DCE or
NI OSH sponsorship at 20 or nore other active and

inactive DCE facilities nationw de.
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| have a list of them There is an overhead
just for denonstration. The popul ations at these 21
facilities represents several tens of thousands of
present and forner workers.

(Slide.)

Li ke Gak Ri dge, other conmmunities on the QGak
Ridge site -- at several of these other sites the
wor ker conmmunity conprises a signification portion of
the area's resident comunity. These are conpany towns
and concern about worker health is a concern for the
conmmunity as a whole. |In some cases, negatively
I npacting its economc stability.

I mght add that the issues and concerns |
have identified are by no neans unique to our IRB in
responding to DOE's need and responsibility to protect
human subjects in its worker health studies nor |
suspect are they unique to DCE as a sponsor. Simlar
I ssues and concerns likely pertain to sone degree in
other industries and institutions in which studies of
enpl oyee health and other characteristics are sponsored
by the conpany with several pressures on the
participants, real or perceived, which that connotes.
And where the risk of breach of privacy and
confidentiality are personally sensitive infornmation

with the potential for harm each of which beg
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pr ot ecti on.

In conclusion, M. Chairman, | would hope the
comm ssion would take up the issue of the definition of
research as a criterion for a participant's right to be
protected in health studies or prograns as opposed to
research studies, particularly as they pertain to
workers. Again | thank you for the opportunity to be
here today. | look forward to your discussion and
wel cone any questions you or the other conm ssioners
may have.

DR SHAPIRO Wll, thank you very nuch.

Let me suggest to ny fellow comm ssioners if
there are any kind of clarifying questions we ask them
now if there is issues you want clarified, if not, we
will hold our questions until all three panelists have
had a chance to present their material.

Any cl arifying questions necessary at this
tinme?

Ckay. Well, thank you very much. W will
return to the questions very shortly. Let ne now turn
to Dr. John Eisenberg of the Agency for Healthcare
Research and Quality. Once again, it is a great
pl easure to wel cone you here today and we | ook forward

to your remarks.

JOHN M EJSENBERG M D . DI RECTOR
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AGENCY FOR HEAIL THCARE RESEARCH AND QUALITY
DR EI SENBERG Thank you. Let ne thank you

for letting ne join you. Before | joined the Agency
for Healthcare Research and Quality, | was at the

Uni versity of Pennsylvania and Georgetown. It is hard
to get out of those two institutions wthout at | east
payi ng homage to bioethics and it is nice to cone here
and have the chance to talk with you about it.

But in this new job I have found new sets of
chal | enges in bioethics and they have to do with
several policy questions | would like to lay out to you
and ask for sonme help with but before | do that let ne
give a very brief introduction for those who do not
know much about health services research to this field.

| have a handout, which | have given you in
this blue folder, which has an exhibit | abel ed Exhi bit
1, which is a diagramof transition of a continuum of
research and what | have tried to denonstrate in this
article, which is a sense of what health services
research is all about, is that health related research
Is a continuum that what we classically define as
bi omedi cal research i s basic science research noving
into clinical trials, that there is in addition to that
a set of research which includes cost research, nedica

ef fectiveness research, quality and outcones research,



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

23

research that includes synthesis of available

i nformation on effectiveness and net a- anal yses, and

t hen research on organi zation, financing and delivery
of care.

Conventionally we would call those four boxes
heal th services research. O course, the boundari es
are never quite as bright as we would like for themto
be but that is probably a reasonable way to think about
this.

Anot her way to think about health services
research is the way that we think about our custoners
and our thenes for the Agency for Heal thcare Research
and Quality, which is the | ead agency in the Federal
CGovernnent for sponsoring this type of research.

Wien we t hink about why we do this research or
why it is in the public interest to sponsor this kind
of research we think about three sets of decision
makers who are trying to make deci si ons about health
care and we are a health care agency.

There are going to be people who are nmaki ng
decisions at a clinical level, maybe they are patients
or maybe they are clinicians or maybe it is the two
t oget her.

Secondly, there are going to be people who

make deci sions at a systens |evel. These may be people
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who are purchasers of care working for a |arge

enpl oyer. They may be people who are running | arge
organi zations, hospitals, integrated systens of care,
managed care organi zati ons but they are naking
deci si ons about a system and we hope that we can get
theminformation that would help themto make better
deci si ons about that system

The third are peopl e who nake deci sions at a
public policy level. They may be congressi onal nenbers
or staff but they al so nmay be nenbers of the
adm ni stration and they al so, of course, may be people
In states and | ocal governnents. Increasingly we are
finding nenbers of state and | ocal governnent
| egi sl atures and adm ni strative branches to be
interested in this kind of research because of the fact
that they have an increasing anount of responsibility
for making these kinds of policy decisions in health
care.

Those are three custoners so what do we try to
do for those three custoners? W try to get them
information in a few categories and one sinple way of
t hi nki ng about is that the three categories are
i nformati on about the outconmes and the effectiveness of
care. Secondly, information about the quality of

health care. And, third, infornmation about the cost
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and use and access to care.

So if you think about that grid, three
custoners, three thenmes, you could pretty mnuch
enconpass nost of what people would consider health
servi ces research. The three decision nakers, clinical
systens and policy, three thenes, outcones and
ef fectiveness, quality and cost use and access.

So | amnot going to go into nore about health
services research although I would love to pull out all
ny slides and overheads about the field and I woul d be
happy to answer questions but | would rather focus on
the intersection between health services research and
bi oethics in three specific places.

One of themis the ethical inplications of
heal th services research; the second has to do with the
ethics of health services research; and the third has
to do wth research on ethics by health services
resear chers.

So let ne elaborate a little bit on each of
those and let ne also nention that this is a part of
the conti nuum of activity for us as an agency. W had

a conference about a year-and-a-half ago on this topic.

There is a book that will be published by

Oxford University Press exploring sone of these thenes
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and we have been working with our colleagues at the NIH
in the bioethics programthere in several collaborative
activities to be sure that the conti nuum does not have
a break but that it is, in fact, a continuum

So, first, let nme address this issue of the
ethical inplications of health services research and
maybe -- to do that | want to give you sone exanpl es
and | want to give you eight exanples of research that
we have been sponsoring and point out to you, which
probably will not take nuch pointing out, the ethical
i mpli cations of sponsoring research in these areas.

The first one is that we sponsor a | ot of
research rel ated outcones of care and whet her we
sponsor it or not there is a lot of research going on
in this area. Mich of it sponsored by the
pharmaceuti cal industry because of the interest in
under st andi ng t he out cones of pharnmaceuti cal s.

To nmeasure outconmes we need to neasure
somet hi ng, of course, other than whether people live or
die and once we nove to nore qualitative nmeasures of
outcones, quality adjusted |ife, preferences for
various out cones, people's values for those outcones,
we obviously | eave the boundary of nice, neat
quantitatively defined entities |ike whether a person

Is alive or dead to issues that relate very nmuch to the
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val ue systemof the country and recogni ze that there

are cultural differences anong different parts of the
popul ati on and how t hey woul d neasure those out cones

because their values are different.

Anot her exanple: Cost-effectiveness anal ysis.

Qur agency sponsors a fair amount of work related to
cost-effectiveness analysis, which is, of course,
sinply a fraction of the cost in the nunerator and the
effectiveness and the denom nator but it raises a
nunber of issues, as all of you know, about the val ue
of a human life, about costing, about what true costs
are, about what we do with the informati on about cost
ef fectiveness in nmaki ng deci sions that sonme m ght
descri be as rationing.

W sponsor work related to the end of life,
care of people at the end of life. W sponsor work on
racial disparities in health care. Wrk on sonething
we just were asked to do by the Congress | ast year,
work on bioterrorismand the rel ationship between the
primary care universe, the universe of those providing
care in offices of energency roons, and the risk of
bi oterrori sm

Research related informatics and the
applications of conputers in health care. Research

related to patient safety and nedical errors, a hot
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topi c today and one that has been assigned to our
agency in | arge neasure.

Finally, technol ogy assessnent in coverage
guestions. W have a collaborative relationship with
t he Heal t hcare Financing Adm ni stration, which of
course has responsibility for maki ng deci sions about
coverage of services for patients -- for people who
have Medi care and they have reorgani zed their process
within the past year so they now have, as you probably
know, a Medicare Coverage Advisory Comm ttee, MCAC,
whi ch advi ses the Adm ni strator of HCFA about whether a
service ought to be covered.

Wiere are they going to get the information?
Where are they going to get the evidence? They have
decided that they will turn to us as a research agency
to provide themw th the information about whether a
service works or not, when it works, but we will not
make the decision as an agency about whether it ought
to be covered but we will provide the informtion about
what we know, whether it is effective and in what
circunstances it is effective.

And so you can see that the | eap between the
ki nd of work that we sponsor and bi oet hi cal
inplications is very, very short and we believe that we

need help fromyou and others in thinking about the way
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In which a research agency or, let's say to broaden it,
a research field ought to deal with the bioethica

i mplications of what m ght seemon the face sonme pretty
straight forward research

Just to give you an exanple of this, the other
day | saw a note about what tonight's ERis going to be
about. Tonight's ERis going to have several different
themes and as | read about each of those thenes |
realized that we had sponsored research and health
servi ces researchers do research that we have not
sponsored in every one of these so if you watch ER
tonight this is what you are going to see:

You are going to see a little segnent on a
deci si on about whether or not to donate an organ, you
are going to see a segnment about community acquired
pneunoni a and whet her the person who has pneunoni a
ought to be allowed to die, you are going to see
i nformation about end of life care, you are going to
see a segnment on the care of uninsured children, you
are going to see a segnent on nedical errors and you
are going to see sonething on long-termcare. That is
at least if the advanced notice of ER tonight is true.

Now you t hi nk about those topics and you
realize that the national sensitivity to the kinds of

I ssues that health services researchers are dealing
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with and the fact that it is very hard to elimnate nor
do we want to elimnate the |inkages between the kind
of research that we are doing and what is on people's
m nds.

Let nme turn to a second topic, which is the
ethics of health services research, not so nuch the
ethical inplications of what we do but the ethics of
doing this kind of research.

| think health services researchers have
| agged behi nd the bi onedi cal research community in
addressing the bioethical inplications of what we do
and how we do it.

| asked for a white paper w thin our agency
about these issues and how we are going to handle them
and that is still being worked through but it gave ne
an opportunity to |l ook at that white paper and tell you
what ki nds of issues we are facing.

The first one, of course, is inforned consent.

Do you get informed consent when you do an
organi zational intervention in one hospital conpared to
anot her and whose infornmed consent do you get? The
hospital adm nistrator, the entire nedical staff, al
the patients in the hospital ? Wen you deci de that you
are going to change a fornulary in one hospital

conpared to a formulary in another hospital or that you
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are going to institute a hospitalist programin one or
i ntroduce nurse practitioners in one conpared to
anot her.

Well, I do not know who you go to ask for
i nformed consent about that kind of intervention but of
course it does put -- it conceptually puts people at
ri sk and the question is how do you deal with that kind
of a problemin inforned consent.

The i ssue of |arge database research is one
that is perplexing to all of us. |In fact, our agency
has asked the Institute of Medicine to | ook at the
capabilities of the current institutional review boards
In evaluating research that uses |arge data sets and
they are in the mdst of doing that right now W are
expecting a report fromthemin June.

But what about when you do research on
provi ders? When you are doi ng research about the way
in which health care providers deliver care, do you get
i nformed consent fromthemand, if so, how do we go
about doi ng so?

The broad issue of confidentiality and | arge
data sets is one that | know that this group has
t hought about a lot and it is nore than just getting
I nstitutional review board approval. It is also the

way in which that information is handl ed.
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The Census Bureau, as you probably know, has
data centers, which are very controll ed nechani sns of
maki ng data accessible to researchers without -- with
limting the risk of releasing that -- the sensitivity
of that information.

W are | ooking at the nodel that they are
using and the nodel that the National Center for Health
Statistics uses to consider creating sone data centers
oursel ves that woul d assure us that when the data is
bei ng used by researchers it is being used
appropriately.

The next issue is one that has to do with the
Freedom of Information Act. The -- as all of you
probably know, FO A is now a mechani sm by whi ch
i ndi viduals can ask for information frominvestigators
If that research was federally funded and if it was
used to drive a policy nade by the Federal Governnent.

And that raises a nunber of interesting and

probl ematic issues for us as we think about the
confidentiality of that information and the way in
which that information is nade public.

The i ssue of ownership of research products is
not one just for genes but also for tools that are used
in health care delivery. Wwo is it who actually owns

the software that we funded to develop a programto
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I nprove the quality of care? Do the people of the
United States own that software or the intellectual
property or does -- is it available for
commerci al i zati on?

And then finally an issue that we have and
know t hat ot her agencies have this as well, as well as
the researchers is the conflict of interest in
researchers who are studying not just a drug that they
have participated i n devel opi ng but another kind of a
concept that they may have participated in devel opi ng.

Is it really conceptually different to have a
researcher who is evaluating the effectiveness of nurse
practitioners when that person is a nurse practitioner
or evaluating the role of the hospitalist when that
person is a hospitalist than it is to have a person
eval uating a drug when that person participated in the
devel opnent of that pharmaceutical product?

W all have conflicts of interest and we need
to think about ways in which we can elimnate or at
| east control for them

The third issue that | want to raise -- the
first being, of course, the inplications of our
research and the second being the ethical aspects of
conducting the research -- is a topic which | think has

been very under funded and under represented in the
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research area, and that is funding ethics research.

The fundi ng of people who are researching
issues in the ethics of health care delivery. The
doctor-patient relationship, professionalismand the
quality of care, accountability, resource allocation
the role of markets, patients as consuners, and
providers as purveyors. | do not need to tell this
group the kinds of interesting research that could be
done were there appropriate nmechanisns for getting it
funded and for supporting that kind of research.

W would |ike as an agency to be able to
support nore of this kind of research. So far we have
not been able to do so at least as nmuch as | would Iike
to but I think the question for this group, in part, is
what shoul d the research agenda be for ethics rel ated
research in health care and should there be a nmechani sm
of helping to support that research? 1Is there a way in
whi ch we can cast a wide net anong federal agencies and
the private sector to support this kind of research?

Let nme just finish by saying that as | think
about this topic what is research, a lot of the issues
that | have already rai sed conme up but one of the nost
i mportant issues for us is whether or not research is
the application of research nethods to any reasonabl e

guestion or whether it is a project whose sol e purpose
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I's the advancenent of know edge for the public good.

At one extreme it is easy to say that
sonething which is federally funded and is intended to
be published is research but at the other extrene what
I f research nmethods are being used in a quality
I mprovenent exercise within a hospital? Is that
research? And if it is not research then where is the
di stinction between sonething which is federally funded
and i ntended to be published and that kind of internal
research based exercise that is used within an
organi zat i on?

It would be hel pful to have sone expl oration
of that continuumand if there is a fine line, let's
draw it, but if there is not a fine line, which I
suspect there is not, then we need to think about where
If there is going to be a regulatory approach to this
ki nd of research where the regulation starts and where
It stops and where gui dance starts and when it stops.

| would be happy to answer any questions or
clarifying points.

DR SHAPI RO Thank you very nuch.

Again, if there are any clarifying questions
we will take themnow. If not, we will wait a few
nonents and take all our questions for the panelists at

the same tine.
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Thank you.

Let me now turn to Professor Bradburn now at
t he National Science Foundation, a very distingui shed
schol ar as many of you know. | think he may be tal king
to us about yet another aspect of using information and
SO on wWith respect to various popul ations and | arge
gr oups.

Nor man, welconme. It is very good to have you
here.

NORVAN M BRADBURN, Ph. D. . ASSI STANT D RECTOR
EOR SOCI AL, BEHAVI ORAL AND ECONOM C SCI ENCES,
NATI ONAL_SCI ENCE FOUNDAT] ON

DR BRADBURN: Thank you very nuch.

| have sone transparenci es and sonebody is
going to do themfor ne.

I think what | will be tal king about is a nice
progression fromwhat has been said and just kind of
carries on fromwhat it is.

(Slide.)

| guess | should say since | have just cone to
NSF fromthe University of Chicago and the Nationa
Qpi ni on Research Center, | should do the standard. |
think this is not official NSF policy since one of ny
col l eagues is here so maybe she will keep ne honest but

| have spent many years in nethodol ogi cal research and
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survey research so | amreally drawi ng on that
experience rather than anything at NSF.

If you could do the next transparency.

(Slide.)

Qoviously in the short tine |I cannot go into
great detail about what all the subtleties of what is
research and so forth but | take as a quick definition
fromthe survey popul ati on based things that it is the
systematic collection of data to answer a general
guestion and the kind of data that we deal with can be
and nostly is respondent’'s answers to questions in an
Interview situation but it can al so be behavi oral
observations. It can be records and it can be
bi ol ogi cal speci mens or sone conbi nati on of these kinds
of things. W do surveys in which we do get --
popul ati on based surveys in which we do get biol ogical
speci nens.

(Slide.)

The inportant thing | think -- or an inportant
thing to keep in mnd about popul ati on based research
Is that it is about groups and not about individuals.
That is the data are used to nake statenents about
central tendencies, variances, covariation based on
aggregating data but the data are obtained from

I ndi viduals for the nost part but the object of it is
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to make sone general statenents and not statenents
about individuals. This is perhaps the ngjor
di stinction between this and clinical research or
research that may benefit or harmin the case of
I ndi vi dual s.

(Slide.)

Just to go you through the quick steps of
surveys. Survey research involves, first, defining a
popul ation that is to be studied, drawi ng sanples from
t he popul ations, collecting data fromthe sanple,
preparing the data for statistical analysis and doi ng

the analysis, and | suppose | should add witing it up.

Each of these steps has sone potentiality or
at least inplications for kind of ethical
considerations and that is what | really wanted to
spend the rest of the tinme on.

(Slide.)

There are two -- as | see it, two nain ethica
concerns in surveys. There is privacy and
confidentiality. | take the distinction here that was
made by the Privacy Study Conmi ssion in the '70s
bet ween privacy and confidentiality. | think it is
very inportant to keep these two concepts separately.

Information privacy is defined by the
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I ndi viduals' right to control the use of information
about thensel ves as opposed to confidentiality, which
has to do with the sharing of data only with those for
whom di scl osure has been consented to. So you have the
privacy issue which is involved in consent and you have
the confidentiality issue which has to do with what
happens to the data sort of after it has been collected
or after the consent has been given.

(Slide.)

First, let me talk about issues related to
privacy. There are three big issues related to privacy
as | see them One is who gives the perm ssion. How
Is the perm ssion given? And how often does the
perm ssion need to be given as an issue. | would say
just, in general, that in the surveys --

(Slide.)

-- the issue often is not so nuch i nforned
consent as what | say is informed refusal since in nost
surveys refusal is given before they even know what it
I's about so that our problemoften is to try to keep
the attention of a potential respondent |ong enough to
explain to themwhat it is that we want themto do.

Now I will -- because the tinme is very short |
am goi ng to nmake sone fairly perhaps bold assertions

which we can talk about later and | would so warn you
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that these perhaps are a bit different fromsone of the
at | east evolving practice but in this -- at |east
particularly the way | RB's have been novi ng.

But generally in terns of who gives perm ssion
| would rmaintain that conpetent adults give perm ssion
for thenselves in surveys and the caretakers give
perm ssion for children or nonconpetent adults and we
can explain that later on

(Slide.)

In ternms of how permssion is given | would
argue that witten permssion is not ordinarily
required in surveys because in nost situations it is a
-- you are approaching people either in their hones,
over the tel ephone or sending themletters. They have
anpl e opportunity by their behavior to refuse so in the
survey world it is behavioral refusals nore than
guestion of witten perm ssion.

The witten perm ssion, however, is needed for
access -- what | call here is access fromthird parties
but frequently we ask for access to records to go to
consult medical records, to consult other kinds of
records, which we blend with the data fromthe
I ndi vi dual s. Qoviously in those situations witten
perm ssion i s needed.

And | -- the npbst controversial -- one of the
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nore controversial issues right now has to do with

perm ssion -- parental perm ssion for surveys involving
children and the question of whether it is active or
so-called active or passive permssion, that is passive
perm ssion is when the school essentially says this is
goi ng to happen unl ess you object -- unless you do not
want your child to participate it will happen. Active
perm ssion is saying, no, you have got to witten

perm ssi on before the child can participate.

W can get into this. | would sort of argue
for nost studies involving children for which there is
no sensitivity or risk really to the child that passive
perm ssion is sufficient although the trend has been
going in the opposite direction.

(Slide.)

How often is permssion given? This is
anot her grow ng kind of issue because of rediffusion or
ot her uses of data. | would argue that perm ssion
needs to -- certainly needs to be obtained at the
begi nning of a study, that is either active or passive
but that ordinarily permssion does not need to be
obt ai ned again unless there is a major change in the
conditions described at the tine of the original
perm ssion and this is a very difficult issue in

practice and, in principle, it seens tone it is fairly
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sinple and straightforward but in practice what
constitutes changing the conditions is something that
i s argued.

Ckay. If we can now turn to issues related to
confidentiality.

(Slide.)

There are three issues that | see as primarily
of concern with regard to confidentiality. That is who
has access to the data, what are the threats to
confidentiality, and what are the techni ques for
protecting confidentiality?

(Slide.)

Who has access to the data? Well, the
research teamis clearly the major group that has
access to the data and I would argue that research
teans have to be carefully defined, that is who is a
menber of the team and you have to have essentially
signed confidentiality agreenents that the peopl e who
are involved in the research will maintain
confidentiality of the data.

And that -- nore than the signed actually,
think this is a case where you are training -- you have
got to be vigilant all the tinme to nmake people who are
I nvol ved in research understand the inportance of

confidentiality. This is not sonething that you can do
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on a one tine kind of basis. It is sonething that has
got to be enbodied in the research organi zati ons.

Secondly, data cannot be refused -- rediffused
or linked wwth other data -- | nean, they can be |
woul d argue under special conditions and | will talk a
little bit |later about what sonme of those conditions
are.

Secondly, is if there are public use files as
there frequently are fromlarge datasets they nust be
constructed in ways to protect confidentiality, and
again | will talk in a mnute about sone of those
t echni ques.

(Slide.)

What are the major threats to confidentiality?

| think the major threats to confidentiality are
basi cally overl ooked by nost | RB's because nost IRB' s
as far as | can see are concerned with what | would
call inadvertent disclosure or disclosure in the
process of things but, in fact, | think the real
threats are in nmuch nore difficult areas.

Law enforcenent, we do not -- except for those
-- for data collected under Public Health Law 408 --
have forgotten the section now -- are not -- do not
have | egal protection so consequently they can be

subpoenaed and there are sone techni ques that we use to
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thwart that.

One | worry a lot about increasingly are
private suits or class action suits, particularly as in
the nedi cal area one has seen this, the University of
Chi cago has been -- | hate to say a leader in this, we
have been sued for the DES -- the studies that we did a
| ong time ago.

FO A Dr. Eisenberg just nentioned that as the
new regul ati ons, which though they did get nodified
with regard to naking data avail able that used to be
protected in the sense that fromFO A at |east, that is
-- that is data collected under grants are now
avai |l abl e under FO A al t hough there are -- the
regul ati ons did get changed to protect it sonmewhat.

An increasing problemis ID theft in which
records -- individual identifiers and so forth are
lifted essentially or stolen

And conputer list matching, hackers | put on
this, that there is just an incredi ble new set of
probl ens because of what can be done w th conputer
mat chi ng. Even when you think you have files that have
been sanitized for confidential information. Because
it is possible tolink with other lists it is possible
to recover data in ways that we had seen before.

And i nadvertent disclosure, which | think is
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probably the | east problematic because it is sonething

which can -- | nean, it does happen every once in a
whil e but can be -- you know, if you train people.
(Slide.)

There are two techniques for protecting
confidentiality that I want to talk about. One is
restricting users, restricting access to the data, and
the other is altering the data. Ckay.

(Slide.)

In restriction of use there is the strong form
and the weak form The strong formis the one that Dr.
Ei senberg just referred to and that is data encl aves
whi ch the Census Bureau has been doing and NCHS is
begi nning to tal k about.

The weak formis |licensing which the National
Center for Educational Statistics has been a pioneer
and that is making individual mcrodata available to
individuals -- to researchers with a rather el aborate
protection systemin which they fill out fornms and
swear and so forth, and are subject to the sanme kind of
penalties that the research -- this is really extending
the breadth of what the research teamis

(Slide.)

Newer techniques which are -- | do not know

whet her Dr. Abowd may tal k about these this afternoon -
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- | mean, this norning, later in the section, the next
secti on because econom sts have been -- and
statisticians have been pioneering in these.

The strong formof this is using sort of
nodern -- multiple inputation or perturbation
techni ques fromstatistics to recreate the data
structure but with data that is synthetic. Nowthis is
-- requires understanding the structure of the data and
I's very nodel dependent but it allows for essentially
construction of synthetic datasets which are
confidential because they are not the real data but
t hey have the properties of the real data for analytic
pur poses.

The weak formwhich is what is nostly used is
-- ranges fromtop coding, which is collapsing
categories so that when the -- or other kinds of
col l apsing categories to insure that there is a m ni num
size for anal ytic purposes, and the Census Bureau does
this and it is public use tapes and nost of the
statistical agencies do this in their public use tapes.

A third one, which is not one that NOSC has
used a lot and is not so widely known in the nedical
area, | think, but one which | think helps in many kind
of areas where you want to |ink particularly nedical

records with data fromindividuals on preferences and
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val ues, sone of the kinds of research that Dr.
Ei senberg was tal ki ng about.

This is having the -- taking the identifiable
data and keeping it on a third file. Typically in our
cases we have kept these in Canada where they are not
subj ected to subpoena.

And you have one -- you have a file which is
the original data file stripped of the confidentiality
but has an identifier on it, unique identifier. You
have the data file which has the unique identifier but
if you want to do follow up data or you want to do
other kind of nergings of it you have to go to the
third party that does the |inking and so nobody has all
of the data but you have to go through different people
to do it, which neans there is a |lot of protection and
a lot of confidentiality protection that you cannot get
-- and al so you can -- although this has not been
tested in the courts, as | say we do keep this out of
the country, which hel ps on kind of the subpoena side.

And that is not a trivial problem

kay. My conclusions -- the one thing | do
stress with all ny fellow researchers and so forth is
do not promi se nore confidentiality than you can
deliver which | think many researchers do not

understand that there are limts to what --
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particularly if they do not have the legal limts that
sonetinmes they think they do.

A second point, | think, which | hope you wll
discuss is that the benefits of research need to be
taken into consideration as well as the concerns for
privacy and risk to confidentiality.

W are not very good at quantifying the
probabilities relative to -- you can say theoretically
-- you know, we can identify all these sort of things

that m ght happen but they are -- for the nost part,

very |l ow probability events and if you -- as | am
afraid many -- the trend is to say, well, if you go to
a zero risk type sort of situation -- well, if it is a

zero risk situation we will have to stop doing research
because there is not that.

So ny final plea is that being too risk averse
may prevent val uabl e research from bei ng done and |
think that is where we are.

Thank you.

DI SCUSSI ON W TH COVM_ SSI ONERS

DR SHAPIRO Well, thank you very nuch. It
is really very hel pful.

| want to thank all panelists and turn to
comm ssion nenbers to see -- any questions for any of

the panelists nowis fine.
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Ber ni e?

DR LO Dr. Bradburn, on your next to |ast
slide, could you explain to me what top coding is and
how it differs fromcoll apsing categories?

DR BRADBURN:. Yes. The sinplest sort of
thing is that if you are getting exact incone, for
exanpl e, there are very few peopl e who have very high
i ncones and you just collapse to $100, 000 or above or
sonething like that, so that the people who will be
uni que kind of cases, or anything like that, which --
essentially it is pulling in the tails of a
di stribution.

DR SHAPIRO  Marjorie?

DR SPEERS. | wanted to just nake two
clarifying cooments for the comm ssioners.

The first is that when Dr. Eisenberg and Dr.
Bradburn spoke about FO A, what they are speaki ng about
is what is referred as to OMB G rcular A110 and we wi ||
get a copy of that legislation or regulation for you to
| ook at.

And the second point | wanted to nmake is that
we are currently discussing having another conm ssioned
paper on privacy and confidentiality issues. You have
rai sed this before and we have taken it seriously and

we are having di scussi ons now because the whol e topic
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of confidentiality, |I think, is one that this
commssion wll want to look at particularly as it is
eval uating risks associated with research.

DR SHAPI RO Thank you

Ji n?

DR CH LDRESS: Thank you, all three
panelists. | found your perspectives very hel pful.

Let ne address this question to Dr. Fry. In
t he nedi cal surveillance and nonitoring of workers, you
i ndicated that the IRB systemis not the ideal place
but given our current situation it appears to be the
best place at |east from your standpoint where we could
address sone of these issues. And | have got a couple
of questions.

| guess one woul d be what el se woul d be needed
el sewhere in the systemin order to obviate the need
for IRB review? What kinds of protections would be
needed el sewhere? | amsure sone of them have to do
with the issue of privacy and confidentiality.

But, second, since you suggest that nedi cal
surveillance and nonitoring workers can be brought
under | RB review and perhaps should be in our current
setting brought under |IRB revi ew because of ri sk,
especi ally breaches of privacy and confidentiality, and

because of the possibility that this nmay advance
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general know edge, | guess on your -- given that, I
guess | would be interested in your saying a bit nore
about your -- the paragraph next to the | ast page where
you say, "A broader set of criteria which would warrant
I ncl usion under the unbrella of IRB review w thout over
burdeni ng the system would be hel pful for IRB s
involved in this."

| guess | would be interested in your saying
nore about that broader set of criteria and then what
that would actually involve for IRB review and gui dance
since you want to fall between the unquestionabl e
exenption and the unquestioned requirenment for review,
but sonething in between. | would just like for you to
el aborate a bit if you woul d.

DR FRY: Thank you for your question.
Not hing trivial.

Vell, in answer to your first question what
would | like to see as an alternative to IRB review, |
t hi nk somet hi ng | ess demandi ng than I RB revi ew but a
clear set of guidelines as to what is needed to protect
subjects in that situation as opposed to research that
could be referred to and could be given to nedical
departnent directors, medical occupational health
physi ci ans that are conducting those types of studies

or prograns.
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And | think that applies to each of the other
topics you referred to. It is -- | really have not got
anything specific in mnd but certainly sonething
clear, witten down in the way of guidelines rather
than IRB's or investigators or nedical directors making
up what they think is acceptabl e or needed.

DR CH LDRESS: And would these mainly concern
privacy and confidentiality or do you have ot her
matters of concern that you would |ike to address?

DR FRY: Well, it is primarily in the
occupational setting | think it is very inportant for
privacy and confidentiality, particularly as new
t echni ques, new technol ogi es, both in the bionedical
area and in conputer sciences, can put people's
enpl oyability at risk in the future if they becone
Identified as having a risk for sone di sease or having
been exposed to a certain agent although the data are
not intended and one woul d hope woul d not be rel eased
but that they could get into the wong hands and be
used agai nst individuals.

W have had experiences of that in our own
community in the area of berylliumwhere now we have
beryl | iumworkers who are eligible to be tested for
sensitivity to berylliumbut they are very wary of

being tested | est they test positive and that affect
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their enployability and then beyond that even their
econom ¢ and other factors such as being able to get
heal th i nsurance or nortgages or other factors that are
linked to enployability.

DR SHAPI RO Thank you.

Di ane?

DR SCOTT-JONES: | have a question for
actually all the panelists about how you see research
developing in the future in terns of the separateness
of different kinds of research. W have asked you to
conme to speak to us about different kinds of research
I n which you have been involved but | amwondering if
you see these boundaries as really firm boundaries.

| would like to give you an exanpl e of what
led to ny question. One of the major studies in ny
field that is going on nowis the National Child Care
Study and it began as a psychol ogi cal study but now
that the children being followed longitudinally are
approachi ng adol escents they are begi nning to add sone
studi es of hornonal changes so it is becom ng nore than
just a psychol ogi cal study.

| am wondering how you see research devel opi ng
in the future. WIIl it be nore research that is
broader and enconpassing different kinds of research as

opposed to research that can be neatly fit into a
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category or kind of research?
DR SHAPI RO  John?
DR EI SENBERG The reason that | presented

the continuumis to nake the case that there are no

clear demarcations. | think it is easy to tell one

extrene fromthe other type of research. It is easy to
tell survey research froma clinical trial. But there
are overlaps and nmuch research, | think, in the future

will be multi-disciplinary in which case we are going
to probably have a single project with nmultiple kinds
of interventions and nultiple ethical dilenmas.

So ny suspicion is that what we are -- ny
suspicion is we are going to head in the direction of
nore fuzzy boundaries rather than nore clearly
demar cat ed boundaries and it seens that the challenge,
therefore, is to have sone general principles that
woul d apply across the different kinds of research
recogni zing that the inplenentation may be different
for different kinds of research but the general
principles are going to be needed.

DR SHAPI RG Nor man?

DR BRADBURN: | would go a little bit
further, | think. 1 do not think there is any
difference in research. | nean, except in a couple of

lines. Experinmental or surveys.
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The other has to do with what -- you know, how
you define your popul ati on and how you defi ne whet her
you are doing a total census or whether you are doing a
sanpl e.

So there are a few sort of basic kind of
designs but the other thing, you know in surveys you
can -- whether they are popul ati on based or whet her
they are clinically based, you can use all kinds of
different kind of data. There is personal responses,
bi ol ogi cal speci nens, records.

One of the nore difficult issues, | think, is
when sonething starts out not to be research and then
becones research. That is -- and this is sonmething for
| ots of reasons many of us like to do: You have a
record systemwhich is collected for adm nistrative
purposes or for sonme -- let's just call it
adm ni strative purposes. And then later on you want to
-- you say ah-ha here is a record of data -- | nean, of
behavi or or things that people have done in sonme system
usi ng Medi care records or other kinds of things and you
say, oh, well, we could answer sone general questions
by | ooki ng at, you know, reorgani zing these files in
ways and putting questions to them And then this is
the problem | alluded to in say the conditions change.

You entered a systemeither because you were
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required to because you are getting sone benefit and

t hen sonebody wants to do research on it. And that
seens to ne a difficult -- at least it is an issue
where there is a |lot of discussion about how you handl e
probl ens |ike that.

So | do not think there is -- in principle, |
do not think there is really --

DR SHAPIRO In an interesting way that
particul ar probl em has an anal ogous inplication for the
tissue study we did which was a bank of tissue sanples
whi ch was col |l ected for one purpose and now shoul d be
used or perhaps could be used and what conditions woul d
apply and it is alittle different in sone of the areas
you tal ked about but it is simlar in principle.

Yes, Dr. Fry?

DR FRY: That situation is particularly
pertinent to occupational studies where you generally
start out with data that are collected for entirely
di fferent purposes and in these particular health
studi es goi ng on now as opposed to health research
there is a very fine boundary, as | referred to, that
while they are advertised or entitled nonitoring
prograns and surveillance which would be to the benefit
of the individual there is that very fine line at sone

stage sonebody is going to put those data together and
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make them generalizable and we have -- we have had
experiences with that and we have to -- that is one
reason why we felt we had to have IRB review in
addition to the privacy was that we need to be able to
nmonitor those studies to find out when that line is
about to be crossed.

DR SHAPI RO Thank you

Ata

M5. CHARO Well, | suppose this question is
actually for all three of you because you have great
experience in working with IRB's in your respective
ar eas.

W have heard a nunber of people suggest that
the systemwhich currently does not distinguish anong
| evel s of risk or types of research at the outset but
I nstead has all forns of research stored in the sane
pl ace and then get handl ed sonmewhat differently
dependi ng on how the adm nistrator and the | RB nenbers
viewit is a systemthat is burdensonme because it
catches too nuch research and forces it into the IRB
revi ew process.

O sone peopl e have said the actual form of
review is inappropriate for certain kinds of research,
a comment that has frequently been nmade particularly

with regard to behavioral research and survey research.
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| would like to ask you to comment on what
ki nd of systemyou think would work best in your
respective areas achieving needed protections while
avoi ding what, Dr. Fry, you had said mght be
excessi vely burdensone regul ati on without stifling
needed research as it has been said by others.

And let nme -- and | apol ogi ze for going on a
bit but let nme give you just a couple of the kinds of
exanpl e that | have seen cone up before our IRB's. W
have seen proposals for research that is as benign as -
- well, let's see in the nursing field there is a nove
towards a | ot of Heidigarean and Her neneuti cal
anal ysi s, which involves | engthy discussions with
patients about their experiences and trying to draw
| essons fromthat.

W have al so seen purely survey research that
asks wonen about their al cohol use over a period of
time but it is actually being done in conjunction with
cost-effectiveness eval uati ons and outcones neasures
because it is part of a programto try to reduce
al cohol use during pregnancy and it is in a place where
t here have been speci al education prograns ai med at
pregnant woman frequently taking place on Native

Aneri can Reservations where cell size can be a problem
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because there are very small nunbers of people who are
giving birth at any particular tine.

Surveys of school children on attitudes and
behavi ors, none of which are illegal but which m ght
engender sone di sapproval by their parents.

Wuld this kind of range and with this
interaction with sonme bi onedi cal concerns in the case
of pregnancy and such in mnd, how would you begin to
t hi nk about an appropriate structure for a systemt hat
does or does not distinguish anong areas and | evel s of
risk at the outset?

DR SHAPI RO.  Nor man?

DR BRADBURN:. Those are obviously very
difficult questions.

The -- let ne nake two comments. One is |
think, in general, | would see that at |east fromthe
exanpl e that you have given that -- conparing with
practice -- that we ought to give nuch nore attention
to confidentiality. The protection of confidentiality
I ssues than typically, it seens to ne, IRB's do, who on
the whole in ny experience are nore concerned wth what
they view as privacy issues, which in the survey world
| guess has been nore, you know, |ike would people be
of fended by asking these questions, would they -- you

know, would it be upsetting to themso all of which are
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ki nd of speculative in a way and there is trenendous
I ndi vi dual vari ance. But -- and we know peopl e do.

But it seens to ne the real issues are as you
take the Indian Reservation one and so forth, how do
you protect the confidentiality of those data so that
you can use themwith -- and that is -- you know, those
are the kinds of things which I think really are
I mportant to protecting the individual, not so nuch
whet her you -- you know, you get a signed -- | have a
feeling that people sonehow or other think that getting
people to sign a consent formand so doi ng takes them
of f the hook or answers the problembut that is not to
ny mnd where the real issue.

The real issue is what your procedures are and
your understanding of the issues after you got the data
and you can get so nmuch on the other side that you end
up not getting any data because you sonehow or ot her
send people -- | mean, in the survey world the parties
say why sign a conpendiumwhen all | have to do is,
say, you know, hang up the phone or not let you in ny
house or say go away when | do not understand
necessarily even what it is.

| always say that the only way you can get
I nfornmed consent is after you have done the interview

Then you say, all right, now that you know what it is
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all about do you consent to allow your data to be used.

In the nedical world you cannot, | guess, do that.
Consent to the operation and then say | did not I|ike
the operation now do it backwards.

But | think confidentiality are the real sort
of issues.

What is bothersone to ne is that -- and the
trend that | see in IRB's -- is that they are becom ng
nore and nore conservative, that is there is a kind of
network at least in the ones that -- there is a kind of
-- | do ont know what you call it -- ListServ kind of
network that adm nistrators of IRB' s conmunicate with
one anot her and they sort of say here is a new probl em
how do you handl e that, and then everybody sort of
responds.

And what happens is the nost conservative view
Wi ns out because people see, oh, gee, they interpret it
that way so maybe we better do it too. So over tine |
have seen things getting nore and nore restrictive and
that is partly, I think -- or no, I would say nore than
partly. Largely, | think, because there seens to be
only one renedy, that is you close down the entire
institution, and | have seen certainly, and | amsure
others at our university, a marked change in the way

| RB's have behaved since, you know, Duke and ot her
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pl aces -- you know, nost recently in Chicago, the
Uni versity of Chicago, Illinois in Chicago, gets closed
down.

And it is easy to say for the NNH -- or says,
you know, well, you know, those are -- you know, we
warned themand so on and so it is not that it just
cones out of the blue but -- and that probably is true.

But still the protection -- the tendency to protect
the institution has becone so strong because of these
things that now things that people used to think were
not probl ens, they have al ways said, no, no, you have
got to do this, you have got to do that.

And multiple tinmes. | mean, getting -- you
are using a public data file, the organization
distributed it has already sanitized the file. They
have al ready gone through their IRB's and so on and so
forth.

Now here is a graduate student from another
institution who wants to use the public file and has to
go through the local IRBto get it and it was not -- |
mean, in a case that | saw, which kind of got ne
interested in this, it was not even a case of -- |
nmean, sonething that you would think would be
expedi t ed.

| think -- I nean, | am-- | think everything



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

63

should be reviewed. | nean, | -- because | do not

t hi nk you shoul d have -- otherw se people will play
ganes about how you are doing things and | think it is
Irresponsible to say here is a set of standards which
have to be sort of done and then exenpted either
because of the sponsor or because of sonething el se,
exenpt them but you cannot do that unless it is clear

that a lot of things either get mninal review or

expedited review or do not -- or sort of blanket-ly
revi ewed, which when -- for years it was not -- that is
the way it was. | just think in the last four or five

years it has becone much nore burdensone and nuch
tighter and this is a kind of bureaucratic creep.

DR SHAPI RO  John?

DR EISENBERG | amnot sure | agree that
everything should be reviewed. As | think about ny own
proposals to IRB's and the IRB's with whom | have
wor ked, much of health services research is either
expedited or exenpted, and that has been of great
relief to ne when that has happened, | nust say, but |
have never understood how t hey deci ded to expedite or
to exenpt ny research as opposed to requiring a full
review. It seened al nost capricious at tinmes and
dependent upon who the adm nistrator or the chair of

the | RB was.
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It strikes ne that they cannot ask every
i nvestigator and they cannot ask every -- and we cannot
ask every IRB nmenber to review a full explication in
every proposal of every potential ethical inplication.

We can, of course, ask how they are going to keep the
data confidential and a few other specifics.

It seens to me the question is not so nuch
whet her we review every proposal as whether there are
standard gui dance -- guidelines, rules of the road for
researchers who want to know how t hey can conduct
research in an ethically acceptabl e manner.

Let ne raise an issue that is not related to
the data but is related to the relationship with the
fundi ng agency. | used to do a fair anmount of work
sponsored by the pharmaceutical industry and because
there was no standard for the relationship between the
I nvestigator and people who did econom c research with
t he pharmaceutical industry we wote a standard
contract. It turned out that nobody el se had done this
so we published it. O course, you know, being in
academ a we published anythi ng we coul d.

But it was a very interesting exercise that
while there was great attention to confidentiality,
there was al nost no attention to the relationship

bet ween the fundi ng organi zati on and the researcher.
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And we could go down a list of other inplications and
ot her aspects of research that | think are very serious
and need attention, and which we just basically in nost
I nstances put on the researcher, many of whom are
junior, and say tell us how you are going to handle
this in an acceptable way with very little gui dance.

And as | | ook through these summaries that you
have of sone professional organizations | was both
I npressed and depressed. | was inpressed that you
found so many that had some gui dance. Wen | |ooked in
t he epi dem ol ogy and health services area for
organi zati ons who provi ded gui dance to researchers
about how to handle data in a confidential manner, |
could find two. Two organi zations that gave gui dance
ot her than keep it confidential.

So | aminpressed that there are so nmany of
these but as | look at them| realize how nmuch of the
gui dance here is very gl obal and conceptual and not
operati onal .

So it seens to ne that if we are going to
really help the researcher and even nore inportantly
hel p the subjects that going through 7,000 odd -- is
that how many IRB's there are? -- and expecting each
of themto reinvent the wheel and every investigator to

rei nvent the wheel w thout sonme national guidance about
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how to conduct research in a manner that is going to
preserve the rights and prerogati ves and
confidentiality of the individual subject is totally
unreal i stic.

DR SHAPIRO  Arturo?

Ch, | amsorry, Dr. Fry.

DR FRY: | would just like to comment on the
privacy and confidentiality in federally sponsored
research is that we feel it is very inportant that the
subj ects, whether it researcher or participants and
ot her types of prograns, understand that the privacy
and confidentiality can only be protected as far as the
law al lows, and this is a great m sunderstanding that a
| ot of people in our field and in the nedical patients
in general do not understand that the limts of the
protection of privacy and confidentiality.

| think we heard at a recent talk that there
are 17 avenues that data can be rel eased w thout any
identifiers and without any constraints on it just
t hrough the normal system of data going here, there and
everywhere for various reasons.

Sol think it is inportant that people
under stand that upfront when they are considering
participating in a -- it should not be a deterrent but

they should be quite clear -- it should be quite clear
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to themthat there is no -- we cannot guarantee privacy
or confidentiality. W can try but --

DR SHAPI RO.  Nor man?

DR BRADBURN: | just want to clarify | do not
di sagree with Dr. Ei senberg. Wen | said | thought
everything should be reviewed | neant there should not
be -- it should not -- you do not have to review things
because it is governnent sponsored but if it is
privately sponsored you do not.

| totally agree that you shoul d have these
different levels so | think it is -- you know, and
better guidelines. | think if the IRB' s had nore
consi stent gui del i nes.

DR SHAPI RO Thank you.

Arturo?

DR BRITO This question was partially dealt
with alittle bit earlier but | want to take it froma
different angle and it relates to the definition you
had up there, Dr. Bradburn, of what research is.

And what concerns ne is that the systematic
collection of data is often done by the clinician or
the researcher. In his or her mnd it is not
necessarily with the intent to do research. W often
tal k about therapeutic m sconception and we often refer

toit fromthe point of view of the patient or subject
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where they believe that the clinician is actually

provi ding therapy for themeven though it is research.

But | think sonmetinmes we have to think about
it fromthe clinician's point of view \Wen a
clinician does a survey, hinself or herself, they
soneti nes have therapeutic m sconcepti ons because they
feel that that collection of data is going to sonehow
hel p that patient. It may actually be harm ng the
patient or may actually do absolutely nothing for the
patient.

And so ny question wth the definition is at
what point aside fromthe systematic collection of data
do you have to include in there that there is going to
be intent to do data analysis or is that a necessary
addition to that definition that the intent fromthe
onset is going to be that there is going to be data

anal ysi s but sonmetinmes you have the collection of data

and we -- and it was spoken about before that the --
after the fact then soneone says, oh, well, this is
good col lection -- you know, this is good data, let's

go back and |l ook at it.
So where does the definition start and end, |
guess, is what | am asking?

DR BRADBURN. Well, it is very hard, you



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

69

know, at the margins to nake the distinction. The
distinction -- the basic distinction | would nmake is
whet her the -- what you are going to do wi th whatever

i nformation you collect is to nmake sone deci sion about
an individual's fate in sonme kind of way or you are
going to say somethi ng general about a group of people.

That is -- if you -- research in ny mndis
sayi ng sonet hing on average or in general or sonething
like that and it is not making anything -- it is not
going to be used to make an individual determ nation
about the individuals.

That is why confidentiality in these areas
becones such a critical area because, as Dr. Fry
nmentioned, in many kinds of research if the data about
t hat individual, which the researcher is not really
concerned about the fate of the individual, but if that
becane known to sone ot her people who are concerned
about the fate of the individual, |ike an insurance
conmpany or an enpl oyer or something like that, then it
I's not used for research purposes, it is used for
I ndi vi dual determ nation purposes, and that is the
critical distinction in ny m nd.

DR BRITO But sonmetimes with data collection
W t hout data analysis there are concl usi ons drawn about

groups so is that --
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DR BRADBURN. That is bad research

DR BRITO That is bad research. It is still
research

DR, BRADBURN: Research can be good or bad,

t 00.

DR BRI TO Right.

DR BRADBURN: | nean, obviously at sone | evel
every physician who treats a |lot of patients is
accumul ating a sense of what you do for these kinds of
patients, you know, maybe not very systematically or
sonething |ike that.

DR SHAPI RO Thank you

Larry?

DR MIKE | have been practicing ny
techni que of asking multiple questions so if you have
been to our past --

(Laught er.

DR MIKE | have just sort of a comment on
Dr. Eisenberg and then ny question is for all of you
but particularly for Ms. Fry.

| think the reason why nost of your research
Is either exenpt or expedited is that it is mninal
risk and it involves data sets and the regul ations are
quite clear about what are exenpt and what are

expedited review. It is just that it seens |like a |ot
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of IRB's do not understand that.

And then the other one is that in terns of
group consent | think the current regul ations al so
addressed that in the section about waiver of consent
and | think that particularly the issue about whether
it is practicable to obtain a consent. |If you do not
know who to ask it is kind of inpracticable to be able
to get there so | think that within the current system
they m ght be able to address that.

My question is later on this afternoon we are
going to have a discussion about what is currently
under expandi ng the definition of research but from ny
point of viewit is really not expanding the definition
but including for review the kinds of activities that
you are tal king about that may not be strictly
research

Ms. Fry, what is holding back your agency and
your I RB's of review ng organized activities, research
or not, that raise the sanme kinds of ethical issues
that research projects raise such as surveillance
studi es by sonmething Iike the IRB but not having to be
slavishly following the IRB regs? Wy can't they do an
et hi cal review of those kinds of projects because it
needs a review?

DR FRY: That would be a possible sol ution.
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The problemthat we have or the agency has is that the
occupat i onal physicians, occupational nedicine people,
who are doing current worker health prograns in the
facilities and are now doi ng sone of these forners, we
al so have these fornmer worker studies, they see that as
nmedi cal surveillance and a nedi cal program as opposed
to research

But we cone to the difficulty is where the IRB
sees the ethical problens in that programprimarily
because of the privacy and confidentiality issues.

DR MIKE  Then wouldn't it be -- then it is
nore a question of educating your surveillance
physicians to say that, ook, in the work that you do
there are these issues that arise and that there really
shoul d be soneone outside of the project to assure that
t hese kinds of things are being addressed.

It seens to ne that is the issue, not so nuch
-- and rather than getting strapped to whether this is
research or not and whether the I RB has a purview over
the activity.

DR FRY: Well, we have taken the tact and |
think several of the other IRB's that have siml ar
guestions that they will just take the prograns and
review themfor -- essentially for the ethical issues.

That is the big point about them Are the ethical
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I ssues and are these people being fully inforned and
bei ng protected?

These are voluntary prograns. They do not
have to participate in them Participation may be and
hopeful ly is advantageous to them but they need to be
able to make that decision with full information about
what it is they are getting involved in and what may
happen to their -- what will happen to their data.

Thank you.

DR SHAPI RO  Bernie?

DR LO | first want to thank all three of
the panelists for sone very, very useful presentations
and di scussi on.

Per haps just parenthetically ask Dr. Bradburn
i f you could nmake avail abl e the slides.

As | listened to your presentations and
di scussions | have becone nore concerned about a
dilemma | think you are sketching out for us. That you
very nicely have sort of shown us that research
constitutes a spectrumand there are things which maybe
are not really research but have enough of the
characteristics of research, nanely risks to
i ndi vidual s where the benefit does not necessarily go
all to them that we ought to give it sonme oversight.

And the current system as you all know, is a
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very di chot onous one despite the conti nuum W say
that if it is federally funded it falls to the IRB, if
it does not -- outside, an MPA does not have to -- and
you have all been calling for sonme oversight of things
that right now are falling through the cracks. They
are not given any oversight at all.

But you have al so warned us about the dangers
of overkill, 1 think one of you said, or stifling
research. And it seens to ne that you have been
suggesting that eventually we need a nmuch nore flexible
system where sone things go through very close scrutiny
and other things just -- we just need to nake sure that
the investigator or the person doing the project
follows the rules of the road for ethical conduct of a
pr oj ect .

But | am not sure we have those rules now and
| am not sure we know what the full array of Kkind of
techni ques for review there are other than what we
currently deal with

So |l amtrying to think of this transitiona
state between a very, very serious problemwe have now
where things are not being overseen at all, which
present real risks to the patients.

Versus a systemthat is flexible enough and

provi des enough explicit guidance so that nost
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researchers or nost -- | do not know what the term
shoul d be -- project |eaders can say, |ook, | know this
is going to be ethically done because | followed the
fairly specific guidance that has been given by a whole
bunch of organizations and all the IRB needs to do or
the IRB-1ike bodies is just check off that | have
fulfilled the requirenents. You know, they do not have
to sit onit for two nonths.

What do we do trying to get there? | nean,
how do we sort of say let's do sonething but let's not
too much and let's try and really push oursel ves
towards a systemthat down the road sone tine wll be
flexi ble and yet provide protection?

DR EISENBERG Well, Bernie, | think you have
clearly articulated what | was trying to say, which is
that we have a system of oversight and regul ation to be
sure that people are followng the rules of the road
when the rules of the road do not exist.

At |east that is what | am hearing you say and
It is what | was trying to articulate as well, is that
I f we cannot provide better guidance or better
information to peopl e about the behavior that is
acceptable then it is hard to deci de what the
regul atory or oversight nmechani smought to be to be

sure they do ranging fromvoluntary participation to
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requi ring approval before they could begin their
pr oj ect .

It seens to ne that all of this really boils
down to independent of howit is funded and i ndependent
of where it is being conducted, independent of whether
it is going to be published, is whether the individual
subject is at risk, and if the individual subject is at
risk then it ought -- then there ought to be sone rules
of the road about how the intervention ought to be
conduct ed.

Wiet her they are at risk because they m ght
have harm done to them because of the intervention
itself or because of sone downstream harmthat is done
because of the dissem nation of the information that is
obtained but the first problemis that it is hard to
find. If it exists it is hard to find and | do not
think in nost cases it does exist. It is hard to find
t he gui dance in those rules of the road.

DR SHAPIRO If | could just say a word about
that, Bernie. As | listen to this and as | think about
this issue the two of you have just been tal ki ng about,
there is alnost an infinite nunber of cases, each one
of which has its own special characteristics, and it
seens to ne that we would need to aspire to over tine

sonet hing that is anal ogous to comon | aw cases.
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There is just going to have to be a devel opi ng
-- we can start somewhere and that is the point being
made is well taken that we have to do better than we
are now in starting sonmewhere and giving better
gui dance, | think, is a very good point. But in the
end we are going to have to assune that sonehow or
provi de sonehow for the fact that as sort of conmon | aw
tradition arises case -- through case | aw or cases and
so on that are nore publicly available, and there is a
case right now that will enable, you know, guidelines
to be inproved and suppl enmented and nodi fied and so on
and so forth as we | earn nore because these cases are
so various and new ones cone up all the tine.

Yes, Nornman?

DR BRADBURN. | think that the -- | quite
agree with that and part of the problemis that the way
it -- IRB's were set up kind of in a way was to give a
| ot of local control and not have -- try to fornul ate
regul ati ons and so forth.

But | do -- | nmean, now that there has been
nore experience and so forth, and I think one of the
things that IRB's -- in the regulations they are
supposed (A) to have experts on particul ar met hodol ogy
and a |ot of the problens have cone where IRB's --

because there are new bl ends of nethodol ogi es and so
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forth you get people who are not trained in one area
trying to assess what the risks are in another kind of
nmet hodol ogy. So there is that problem

There is very little training of IRB's as far
as -- | mean, the people |I know who can get on |IRB s,
they just kind of -- they get there and they | earn by
doing, and so there is an enornous anmount of variance
and, as | said, | think the current trend is to go --
to be risk averse.

So | think you need kind of training, you need
better guidelines, we need to -- we could do with sone
research on IRB's. | nean, sone of these areas -- you
know, it is not that you cannot -- it mght be hard but
it is not inpossible to do -- to research in the area
and | do not know that there is nmuch research being
done.

DR SHAPIRO W have cone to that nonent
where | amgetting to be conscious of the tinme and the
time we are taking of our panel. And so | amgoing to
ask conm ssioners to, one, ask one question, despite
Larry's training to ask a conpl ex set of questions.

And so | ask everyone to be as concise as they
can because | do want to give -- there are some people
on ny list still that | have not recogni zed yet and |

want to be able to get to everybody.
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But, Alta, you are next.

M5. CHARO  Very quickly just on this point
exactly. One of the dilemmas in creating a system of
sonme kind of common gui dance has been to understand how
It should fit structurally within the admnistrative
procedures of the governnent.

What we now have is a system where we
occasionally get that kind of central guidance through
"Dear Col | eague"” and other kinds of letters but it is
not com ng through the adm nistrative procedure acts,
adj udi catory procedures with clear avenues for appeal.

It is not being done through rul e nmaking.

And so it is confusing how people who are not
happy with the advice that is being given can act to
appeal the interpretations of the regulations or to
request a review of that interpretation, a
reconsi derati on.

So if we are going to be noving in such a
direction | think we need to be keeping -- paying close
attention to the admnistrative setting of these
t hi ngs.

DR SHAPIRO | agree. Tonf

DR MJRRAY: Thank you, Harol d.

| cannot hel p having the inpression that what

we have as a systembuilt up over a quarter of a
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century or so that resenbles in many respects the

Pt ol emai ¢ universe. It began -- | nean, if someone
asked me how do we have -- howis that we have the
systemwe had | would have to explain, well, it began -

- it was born in scandal with a few kinds of particul ar
wrongs, sone of them quite hei nous wongs that should
never have happened, and the whol e system was nmade to
deal with those. That was the original design.

And then we say, oh, but this also | ooks like
research with human subjects so let's figure out how to
handl e t hat and you say you had a system founded on,
you know, built up, you know -- it was justified to
have a system It began as a -- you know, relatively
focused idea but it has nowtried to formall these
epicycles to bring in all these other kinds of hunman
subj ects research

I think we need a Copernican revolution in
human subj ects research protection and | amgoing to
ask you what you think ought to be at the center. Wat
ought to be the sun in that particular systen?

The goals at |least that the current system--
basi cally the Cormon Rule and the IRB's seemto have
are two substantive and one procedural goal.
Substantively we want to protect human subjects. |

t hi nk John Ei senberg just said we want to protect
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peopl e at risk. Maybe that is the candidate for the
sun here.

W al so want to provide gui dance to those
peopl e who are desi gning and conducting studi es and
Nor man Bradburn nentioned the MCWListServer for IRB's.

There is also the Journal |1RB which happens to be
publ i shed by the place where I now work.

And there is a procedural goal. W want to
ensure that the interests and views other than those of
scientists and institutions are included in the
del i berations over what is justifiable and what is not.

Those seemto ne to be key conponents of whatever we
end up wth.

And so ny question is what ought to be at the
center of that systen®

DR SHAPIRO Dr. Fry?

DR FRY: | would Iike to answer that first.

I think your first point, that protection of the

i ndi vi dual subject is the kernel of the system--
shoul d be the kernel of the system But | would al so
like to add that -- to refer back to the previous
comrents that | think education, both for | RB nenbers
but also for investigators at the | evel before they get
to becomng investigators in clinical and bi onedi cal

research or other types of research, ethical --
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education and ethics in universities and colleges is a
very inportant aspect to this -- that researchers
shoul d be able to put thenselves in their subject's
shoes and then they mght -- | think that hel ps a
researcher determne if what they are doing is ethical
or not ethical.

Wuld they want to do unto others as they
woul d do to thensel ves?

DR SHAPI RO Nor man?

DR BRADBURN: | think I would put risk at the
center, the sun and so forth, but not just risk but to
use a framework that | amsure Harold is famliar with
that is also risk of what. Is what is the horror --
risk is not -- | nean, it is not dichotonous. First of
all, it is the probability of risk that things wll
happen but it is -- but sonme things are worse than
ot hers.

And overall, you know, it is a conbination of
the probability that sonething -- some harmw || happen
but al so how harnful it actually is. And we talk -- |
mean, in these discussions and not just here but
everywhere one tal ks about risk in the sense that the
probability is sonething is going to happen but there
Is not -- it is as if everything that would happen is

equal ly bad to peopl e.
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Vel |, you know, the horror cases that you say
gave -- nentioned gave rise to it, those are really
horrible things. There are a lot of things that m ght
happen that are not so horrible even though the
probability that they woul d happen m ght be greater.

So we need to take into consideration not only
the probability that something bad is going to happen
but how bad is it in terns of the consequences and what
has happened over tine, | think, is that we have
| earned or at | east becone nmuch nore conscious of a
whol e range of harns that we had not thought about
before. There is not just physical harns of research.

There is econom c, social harns of various sorts.

But we have all -- we have put themall as if
they were equally bad so we only have -- is there sone
risk non -- like it is the worst case. Is it a non-zero

probability that sonething bad will happen, and it does
not matter how bad it is, you cone to the sane
concl usi on.

So we have got to get nuch, nmuch nore -- being
able to say what -- quantify the risks in sone kind of
way but al so quantify essentially the harm How
harnful it is before you can say is this sonething we
real ly ought to do.

DR SHAPIRO ay. | have D ane, Steve and
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David on ny list and then we are going to have to draw
this part to a concl usion.

Di ane?

DR SCOTT-JONES. The question that | have is
simlar to the one that Tom just asked and | wonder
what you think would be needed to lead to IRB' s
functioning in the nost productive possible way. Do
you think they are fairly easy renedies or do you think
the systemas it exists now has sone basic and
fundanental flaws in its way of operating?

DR EI SENBERG (One of the reasons why we
asked the Institute of Medicine to study this question
IS because we really do not know what the best
practices of IRB's are and we will soon |earn.

| suppose that IRB's can work very effectively
I f they follow sone principles and | earn from one
anot her and we are hoping that we can help that to
happen.

But | do think, as | nmentioned earlier, that
havi ng sonme ki nd of consultative mechani sm wher eby
there is sone guidance -- there is sone guidance for
the nation about the nmajor areas that the IRB's could
use but also that the investigators could use, | think,
woul d be very, very hel pful.

DR SHAPI RO Thank you.
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Steve?

DR HOLTZMAN: | find this discussion brings
us back to nmany of the major thenes we found ourselves
facing in the human biol ogical materials report. To go
wi th your Ptol emai c suggestion or what is at the
center, and you said risk, I find nyself reflecting on
the fact in those paradigmcases that led to the
regul ation there were two kinds of harmif you wll.

It was the physical harmbut there was al so the use of
peopl e which was the violation of their autonony.

And therein lies the two strands that are
I tbedded in the regulation of privacy and
confidentiality lining up with autonony versus
protection from harmand wongs versus harm maj or
concept s.

And that when you say risk lies at the center
in harm you are thinking of harns that conme about from
di scrimnation, stigmatization and so the focus and
| ocus of your attention is on the confidentiality
protections so that the "and" on the antidi scrimnatory
nmeasures. And there is another |ocus which people when
t hey are thinking about the autonony, which really
t akes you back to the consent process, even though that
consent process, though pure, nmay not protect against

t hose ot her harns.
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And nmuch of -- when | listened to this
di scussion, nmuch of the kinds of research that is being
tal ked about here -- let's call it research -- can be
constructed in a way in which through codi ng and
confidentiality there wll not be the harns. Al
right. Though there will still be a strand of thought
that says there is the potential for people being
wr onged and m sused.

And we need to think through, | think, when
you decide to start to take away the epicycles where
are you going to focus and to what extent, and the
wei ght will be accorded.

DR SHAPI RO  Davi d?

DR COX: So | amreally struck by the | ack of
gui del i nes, as has been pointed out sort of by all of
you, but also struck by what appears to ne a really
over sinplistic viewthat by having guidelines it is
going to fix what happens.

This sort of cones back to what Tom said, too.

You know, you have to have people that basically are
playing the gane. |[|f they are not playing the gane you
can have all the guidelines that you want and what
peopl e are going to be doing nost of the tine is
figuring out how to get around the guidelines.

| think that this is illustrated by the risk
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aver se behavior of nost IRB s today because although
there is no doubt of the dedication of people on IRB s,
the expertise and the intent to do good. Wy is it the
case then that in very sinple m nded cases where
everyone around this table would know what an expedited
review would be that it is not expedited. W had sone
di scussi on about that just a second ago.

So that there is other factors that are
driving this besides conmmon sense and | think that
until we figure out a way to deal with those factors,
sinple guidelines ain't going to solve the probl em

Now | am not argui ng agai nst havi ng such
gui del i nes but how do we get people to play the gane
because without that -- it is the sanme thing -- the
poi nt that Steve brought up. Having protections in
terns of encryption is not going to solve the problem
neither if people do not actually care about protecting
human subj ect s.

So are there any conments about this? | nmean,
| realize this to nme -- Tom that is ny answer to what
the center of the universe is.

DR ElI SENBERG  Your conment rem nds ne of the
vast literature on nedical practice guidelines and why
they do not work. They do not work because they are

not sufficient but that does not nean they are not
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necessary or they are not helpful. It takes opinion

| eaders. It takes |eadership in the organization. It
takes a sense of commtnent. It takes incentives. It
takes a structure which is supportive. It takes
skills. I think you are absolutely right. There --

this is not going to be solved by issuing sone little
panphl ets that says here is how you protect your
patients' confidentiality.

I think that, in fact, is a part of the issue
here. 1Is that we have relied so much upon the IRB
nmechani smthat we have assuned in nmany institutions and
many -- that we just do not have to worry about it
anynore. W do not have to provide institutional
| eadership or a national research |leadership in this
ar ea.

It is what | was alluding to when | spoke to
ny frustration that nore national professional
soci eties have not taken this on as a najor issue.

Just issuing a panphlet froman Anerican
Society for blank is not going to be sufficient. You
have got to nmake it a part and parcel of the
pr of essi onal ethos of that organi zation.

DR SHAPI RO.  Nor man?

DR BRADBURN. | think there are two aspects

to protection. The whole system supposedly is set up
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to protect the human subject and so forth. As it is
working out, it is also other things protecting the
institution has conme in and | woul d suggest that that
I's now domnating the way it is working out, that it
has shifted fromworryi ng about protecting the subject
to protecting the institution.

DR SHAPI RO Thank you

Eric, by special dispensation you get a
guesti on.

DR CASSELL: Yes, and brief, too.

(Laughter.)

DR SHAPIRO | hope so.

DR CASSELL: Wsat David said and what you
have been saying really leads to this understandi ng
that the increasing bureaucratization of the process,
which is what guidelines are always an attenpt to do,
to bureaucratize it because you cannot depend on
I ndi vi dual peopl e, which makes it even nore
bureaucratic, which nmakes it even | ess dependent.

And when you said all these things -- the
gui delines would really work if you had conm tnent and
da, da, da. Wen you have all that you do not need
gui del i nes.

DR EI SENBERG | disagree. Let ne pursue ny

rules of the road exanple. Let's inagine you took
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every 16 year old who was applying for a drivers

i cense and they went to the Bureau of Motor Vehicles
and they -- and you had themsign a formthat said that
they will do the follow ng, and they were responsible
for comng up with all the rules that they were goi ng
to foll ow when driving.

They woul d have to renenber that they drive on
the right-hand side and they have to park a certain
nunber of feet away fromthe car in front of them
They woul d have to conme up with all that thensel ves.

W do not do that. W give thema set of
gui dance. W tell themthese are the rules but we all
know that just giving themthe rules is not good
enough.

My point really is that for the average
I nvestigator, the average investigator has to cone up
with the rules hinself. He has to -- or the
institution has to derive the way in which they wll
conduct research in an ethical way by thensel ves.

Now the -- | think in sone ways the area of
confidentiality and privacy is the easier one because
it has gotten a lot of attention.

There are other areas. | raised one like the
contractual rel ationship between an investigator and a

corporate sponsor. It is one that we have not given as
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much attention to. There are |lots of other areas where
| do not think we have provi ded enough gui dance.

And | am by no neans suggesting that we just
I ssue a bunch of checklists and that we assune that
because you check it off that you are going to conduct
research in an ethical manner but | do think we need to
have sonme rul es out there, sonme gui dance.

DR CASSELL: Yes. Well, the thing about
argunent by anal ogy, you know, is the anal ogy has to be
a good one. So | amgoing to tell our -- | amgoing to
tell our IRBthat they are really like issuing driver's
licenses to teenagers, and | amsure they will find
t hat amusi ng.

(Laughter.)

DR SHAPIRO Al right. Thank you very mnuch.

| do not know how to answer nyself Tonls

guestion of what is the center of this universe but |

-- the issue that always cone back in ny mnd -- | do
not know if it is the center or not -- is we find
oursel ves dealing with vul nerable -- people who are

vul nerabl e for one reason or anot her.

They are vul nerabl e because they are
uni nformed. They are vul nerabl e because they may be
exposed to risks. They are vul nerable for various

reasons and in that case | wanted to ask one question
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nysel f.

And that is -- perhaps Norman or John -- in
dealing with survey questionnaires or gathering
I nformati on about people who are enpl oyees by
enpl oyers, gives -- it feels very different to nme than
gathering, let's say, information by sonme third party
just because there is an automati c dependence here.

And the question | amtrying to fornulate in
ny mnd is, is there anything special about that
situation where, in fact, you are gathering
information, whether it is work or heal th mai nt enance
type of things, and not in the sense of HMJO s but in
terns of health in a factory or a production facility.

It is very hard for soneone to say, no, | amnot going
to provide this information, it seens to ne.

As opposed to when you get this anonynous
phone call at 6:00 o' clock at night. Wen you do not
want to answer you just hang up the phone. That is
easy. You are not vulnerable in those situations it
seens to ne. It is the questioner who is vul nerabl e.

Do you have any observations, Norman or John
about that?

DR BRADBURN: Well, | think when the person -
- the researcher or the person gathering the data has

fate control over the person they are getting the data
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from it is quite a different situation than when it is
an out si de person

So even when you are doing -- | nean,
conpani es that do enpl oyee surveys usually are quite
careful to get an outside group to do it at |east and
work very hard to nake sure that the data are not
i ndividually identifiable.

Now peopl e often do not believe that. | nean,
they do not even believe the census is confidential.
But, you know, you can only -- you can try to do the
best you can but if you have got fate control over the
person and you are asking themstuff that they know can
be used that way, it is very hard to convince them you
are not going to use it.

DR SHAPIRO Ckay. Well, thank you very
much. | really want to thank you, all the panel, for
giving us the tine today. It has been very, very
hel pful to us. W are very grateful to you and so
t hank you very nuch.

W will take a break now for about 10 m nutes
and reassenble as close as we can to ten mnutes before
t he hour.

(Wher eupon, a break was taken from 10:43 a. m

until 11:03 a.m)
PANEL 11: DEFIN TION OF RESEARCH
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SOCL AL SCIENCES AND HUVANI T1 ES

DR SHAPIRO kay. | would like to begin our
second panel. W are still mssing one person fromthe
panel but he indicated the schedul e woul d gi ve hi msone
problens. | hope that he will be able to join us as we
have our di scussi on.

W want to continue in sone sense our focus on
the definition of research by which we nean when does
t he oversight process get initiated and for what kinds
of activities should it be initiated and, if so, in
what way.

W agai n have a wonderful group of very

experienced panelists to speak to us on this and with

whom we can have sone conversations. | want to thank
you all for comng. It is a great pleasure to have you
here. | will again fromny left to ny right and ask

each panelist to present their views and, of course, we
will go in the sanme way.

W will ask any clarifying questions if there
are any after your presentation is done and then we
will go to questions subsequently.

So let me turn first to Professor Wax, who is
Prof essor of Anthropol ogy, Enmeritus | understand.

Thank you
DR WAX: Thank you.
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DR SHAPIRO You are wel conme. Thank you for
com ng.
MURRAY WAX, Ph. D, PROFESSCR EMERITUS COF

ANTHROPQLOGY, WASHI NGTON UNI VERSI TY
DR WAX: In 15 mnutes, outlining the ethical

I ssues confronting a discipline is rather |ike asking
soneone to produce a sound bit to resolve a najor
social problemlike global warmng. Ethically, the
enterprise becones sonmewhat questionabl e.

Nevert hel ess, | shall begin with a sound bite.
Although it is a sinplification, | believe it is
neverthel ess true: The gravest ethical problemfacing
t he peopl e studi ed by ant hropol ogi cal research is posed
by unknowi ng and overzeal ous | RB's and by governnent al
regul ators attenpting to force qualitative ethnographic
studies into a bionedical nold.

| realize that many, perhaps nost of you, have
devoted nany years of your lives to the ethica
probl ens that emerge w thin bionedical and rel ated
researches. The problens that energe within
ant hr opol ogi cal researches are equally or even nore
demandi ng because they have to do with human bei ngs,
not just a physiol ogical specinmens, but as soci al
creatures living in famlies, clans, groups, tribes or

nati ons.
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The et hical problens of qualitative social
research are especially challengi ng because our
predom nant ethical theories -- Kantian and utilitarian
-- focus upon social atons or upon a popul ati on of
soci al atons, rather than upon human bei ngs who are
organically related to other human beings, living, as I
have said, within groups, conmunities and institutions.

| am not arguing that anthropol ogists are
noral ly superior to other scientists | do argue,
however, that the risks and benefits to the people they
study are very different fromthose faced by the
subj ects of bionedi cal research.

Let us note that | amnot going to discuss
ethical issues in one form of anthropol ogi cal research.

| shall not be considering archeol ogy, |inguistics,

physi cal ant hropol ogy, primatol ogy; nor the issues
I nvol ved with nmuseum col | ections, the handling of
skel etal and bodily remains, the treatnent of nonhunman
pri mat es.

| amgoing to focus upon the type of soci al
research known variously as ethnography, fieldwork, or
qualitative social research. It is a nethod - really a
group of research procedures -- used by all
soci ocul tural anthropol ogi sts, sonme sociol ogi sts, sone

soci al - psychol ogi sts, as well as a few resaerchers in
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ot her disciplines, such as oral history.

It overlaps with depth journalism
interviewing in clinical psychology, and with the
everyday conversations of ordinary people. 1In classic
ant hr opol ogi cal studies, the research may continue for
nont hs, years or even a lifetine of intermttent
visits. However, in nore contenporary situations, the
research periods are considered -- often considerably
shorter.

The typical product of ethnography fiel dwork
is a book, a nonograph describing in detail sone
aspect of the life of a group or community. 1In classic
ant hr opol ogy, it m ght have focused upon or cone to
focus upon sone aspect of a relatively isolated and
technologically primtive community. The system of
ki nship and marriage, | aw and conflict resolution,
chil drearing, production and exchange.

In contenporary research, the book m ght
descri be the web of exchange of goods and favors in Red
China; or the lives of wonen in Cairo; the activities
of a group of drug dealers in New York Cty; the work,
lives and probl ens of wonen surgeons; or how a
conmunity of Sioux Indians deals with the problens of
educating their children

Thr oughout rmuch of the 20th Century there has
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been continual debate about the scientific status of
this set of research procedures. Qur issue here today
is not how scientific these nethods are but how
profoundly and, in particular, how ethically they
differ fromthe nethods used by bionedi cal

I nvestigators.

I n bi onmedi cal and rel ated research the cast is
typically divided into research investigators and
research subjects. Far in the background are a
pr of essi onal audi ence and a w der public.

The research subjects are subjected to
research procedures, which often are invasive and
physi ol ogi cal | y consequenti al .

I n et hnography field work the cast is simlar
but different because usually there are gatekeepers who
control or limt access and because the persons who are
studi ed m ght better be described as hosts. 1In the far
past, those studied were often | abeled as infornants.
In the idealistic present they mght be |abel ed as
research partners. | wll use hosts.

Gat ekeepers and hosts usually have
consi derabl e power and authority in relationship to the
i nvestigator. The researcher endeavors to construct
social relationships with the host people so as to

observe, listen, talk, possibly inquire, possibly
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participate in as much of the round of lives as both
parties can tolerate. That is the range of social,
soci abl e, cerenonial activities.

I n et hnographic research the crucial problem
I's not what the fieldworker does to or with the
partici pants but what happens to the research data and
products. The hazard is easiest to visualize if one
I magi nes an official of an authoritarian regine
deciding arbitrarily to confiscate whatever notes of
the fiel dworker that can be | ocated.

Wiile this is vivid in the case of a foreign
and authoritarian governnment, it may al so occur through
the order of a U S. court when a prosecutor discovers
that an investigator say has been studying persons
engaged in activities deemed illicit or deened
consequential to sone political cause or |egal case.

This is especially noteworthy when an
i nvestigator may be studying drug use, or juvenile
del i nquency, or other activities considered
significant.

Fi el dworkers go to considerabl e | engths,
usual ly to conceal the identities of persons or
conmuni ti es under study but their safeguards can be
br eached.

The intent of the human subjects regul ations
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Is to protect the weak and powerless. Wthin the arena
typical of university based research, the powerful are
the aristocracy of research in bionmedicine and natural
science. The next |evel are behavioral scientists
using formal statistical procedures and toward the
bottom of the food chain are the isolated investigators
who utilize qualitative methods.

There is a natural tendency for institutions,
who are risk aversive, their legal staffs, their IRB s,
to protect elite access to federal funding by
formulating their human subjects procedures so as to
safeguard the projects of the aristocracies and then
bureaucratically apply the regulations to all projects
regardl ess of how appropriate they are or whether or
not they m ght safeguard the subjects.

The effect upon qualitative projects is that
the IRB's and the regulators to whomthe | RB' s nust
report join the ranks of gatekeepers by inposing
requi rements that underm ne the autonony of the hosts
and m ght even harmthem D sregarding the actual
ethical issues, the regulators wi sh to safeguard the
$50 mllion project by subjecting the $50,000 projects
to project requirenents that are irrel evant. Let us
see how this can happen.

Anel i a Rodriguez, a pseudonym was raised
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within a nodest famly in South Amrerica, then conpleted
her hi gher education in this country. After a career
as a registered nurse, she becane a nedi cal

ant hr opol ogi st securing a position on the staff of a
medi cal school, one of whose principal mssions is
service to the |l ocal H spanic comunity.

As an Hi spani c from hunbl e background, she has
been hi ghly successful in studying the health probl ens
of this conmmunity and devel opi ng i nnovative prograns of
heal t h educati on and assistance. In the course of her
research, she encountered the Curanderos. The native
heal ers, the fol k doctors, who provide the | ocal
H spanic community w th nedi cal advice, diagnosis,
prescriptions, treatnents.

Usi ng her consi derabl e social and nedi cal
skills, she managed to devel op rapport with a nunber of
t he curanderos, was consequently in a position to study
them and | earned how they defined and handl ed vari ous
condi ti ons.

When she reported this achi evenent to the
adm ni strators of her programand they, in turn, to the
| RB, she was instructed that she nust secure fromthe
cur ander os signed papers of inforned consent. To
Anelia's credit, this action was one she woul d not doe.

The curanderos have very good reason to keep their
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I dentities concealed fromfigures of authority.

Sone are illegal immgrants. Dependi ng upon
| ocal law, they could be charged with practicing
medicine without a license. Mst are illiterate. Mst
have a poor command of the English | anguage, |imted
under st andi ng of what m ght be inplied in signing any
sort of legal form

Only, too often, in research investigations,
as you know, the gaining of inforned consent froma
research subject is translated into securing a
signature upon a | egal docunent. The docunment does not
have anything to do with inforned consent as a social,
educational, noral process. Rather the function of the
docunment is to protect the research institution from
the regul ators of the Federal Governnment and the
possibility of lawsuits for m streatnent or
mal practi ce.

In the case of Anelia' s researches, the |egal
docunent bewi | ders the signatories and offers no
genui ne protection.

When the persons studi ed are engaged in
activities that they wish to keep confidential, the
si gned docunent becones a weapon that nmay be di scharged
agai nst them Various kinds of |egal procedure,

I ncluding crimnal process, can be used to breach the
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secrecy that a conscientious researcher mght wish to
maintain. Not only cases of illicit activity but, for
exanpl e, because many communities have rituals and
cerenoni al s, which nust be maintained a secret.

It is a separate issue but | should nention
that, for exanple, traditional Hopi believe that
i ncautious words or actions involving cerenonial itens
could weak havoc in the universe.

Tradi tional Australian Aborigine nen are
convi nced that wonmen nust be shiel ded from observing
their cerenonial objects and rituals.

Tradi ti onal Navaj o have inportant taboos
concerning their rituals.

Note the inversion of the configuration of
bi omedi cal research. |In the case described, it is the
researcher, Anelia, who is the supplicant vis-a-vis the
curandero. She is encountering himor her on his
ground in his territory where he or she needs not hing
fromher. Al so, and nost inportant, the danger to the
curandero would not directly follow fromany of her
I nquiries. Whatever hazards or dangers m ght ensue
woul d come from her conmuni cations, and in nost
i nst ances of ethnographic fiel dwork,the possible risks
are quite unpredictable. One thing is certain, the

risks multiply considerably if the identity of the
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i ndi vidual is nade avail abl e.

Anelia spent many nonths in anxi ous
negoti ations with her university admnistration.
Finally she was ingeni ous enough to gain the agreenent
of a few admnistrators to the following: That at the
start of a tape recorded interview, the curandero or
curandera woul d confer a bl essing upon Anelia's
research activities rather than identifying hinself or
hersel f and, thereby, stating consent.

But, unhappily, Anelia had had to waste
preci ous tine scheduled for research in hassling with
adm ni strators about an investigation basic to the
institution's mssion. By the tine the research with
curanderos received sone partial approval, a major
portion of the funds budgeted for transcription and
transl ati on were no | onger avail abl e. A further
consequence was that her graduate students were
frustrated in their apprenticeships.

Unhappily, also, her reports were then
sanitized by other adm nistrators and federal granting
agencies. Her informative narrative of the health
roles of the curanderos was then abbreviated on the
grounds that they had not signed a | egal piece of paper
and so had not given consent. Furthernore, it proved

to be the case that of the Hi spanic patients utilizing
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the clinic for a particular disorder two-thirds were
al so consulting curanderos. This fact also proved
unconfortable in view of the I ack of inforned consent
and so it was renoved from her report.

| do not have tinme to enter into other
troubling issues. For exanple, there is the role of
gat ekeepers, who regard thensel ves as having the
responsibility or authority to determ ne whether or not
a group or community may be studi ed.

The issue takes one formwhen one deals with a
dictatorial and authoritarian regime, another form when
one deals with a denocratic authority. For exanple, an
I ndian Tri bal CGovernnent, where a new party cones into
power and revokes the perm ssion granted by the
previ ous one. Still another formwhen one deals
with a school or prison whose admnistrators can hol e
t he researcher at bay.

IRB's are trained to protect the flow of grant
noni es by inposing federal regulations upon
researchers. Their efforts are seconded by
Institutional attorneys who wish to protect their
enpl oyers fromlawsuits by aggrieved research subjects.

The efforts of the IRB's and the attorneys can have
useful consequences in sone cases. They can have

har nf ul consequences in others.
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The nost recent threat to ethical research has
been a congressional statenent that the Federal
Governnent is entitled to the data generated by the
research projects it has funded. Fortunately, this
time, with protest fromsone of the professiona
disciplines, the threat was averted or at |east nade
amel i orated for anthropol ogi cal type inquiries.

However, in the present climte of |aw and
opi nion, a researcher who wi shes to protect the privacy
of research hosts is usually well advised to store the
research data in a foreign country where it woul d not
be vul nerable to a | egal process.

Thank you for |istening. The paper was
aut hored not only by nyself but by Joan Cassell, who
has done recently research upon wonen who are surgeons.

DR SHAPI RO Thank you very much. Just as we
have done before, if there are any clarifying questions
we would go to them If not we will -- Ton?

DR MJRRAY: Professor WAx, you made a -- if |
understood your claimthat in the case of the study of
t he curanderos, the fact that two-thirds of the
Hi spanic patients at this clinic were al so seeing
curanderos, was sonehow -- was forcibly omtted from
the researcher's report.

DR WAX: Yes.
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DR MJURRAY: Having sonething to do with
consent or IRB's. Wat | do not understand is the
connect there.

DR WAX: | amnot sure that | understand the
connection either, Tom but this was what Anelia
reported to ne that --

DR MJRRAY: It just rmakes no sense why they
would do it sinply -- why that piece of particular
finding would be omtted and others woul d be permtted.

DR WAX: | cannot answer that but | would --
if you are interested in pursuing it with Arelia, give
me your nane and address, and | will ask her if she
woul d i ke to respond to you.

DR SHAPIRO darifying questions? Is it a
clarifying question, Ata?

M5. CHARO | just want to nmake sure |
understand the bottomline | esson that you want us to
draw fromthis story, if | may, Dr. Vax.

DR WAX:  Yes.

M5. CHARO It was not that the regul ations
t hensel ves were incapabl e of handling the problem
because there is a wavier of consent for mniml risk
research where consent is inpracticable. It is that
there are institutional pressures that wll drive IRB's

to not take advantage of those openings that are made
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avai l abl e through regul ations?

DR WAX:  Yes.

M5. CHARO  Thank you.

DR WAX: Yes. | think IRB's, to use a
previous statenent, are risk aversive and the Federal
Governnent comes in with a club and says, "W will
termnate all research grants to this place.” | think
al so ny own experience, | nust say, is that inforned
consent has nothing to do with infornmed consent.

DR SHAPI RO Thank you very much.

Prof essor Sieber, if you do not mnd, | would
like to go to your colleague to your left first because
| know he has fit in this panel between two ot her
neetings, at least that is what | was told, and |
appreciate the effort.

And so if you do not mnd -- | apol ogi ze but
I f you do not mnd | will go to Professor Abowd for his
remarks and | will take a few questions after you
remarks also. And then if you have to | eave, we wll
be grateful for the tine you have been able to give us.

Prof essor Abowd?

JOHN M ABOAD Ph. D. ., Professor of Economcs.
AND DI RECTOR, OORNELL | NSTI TUTE FOR SOCI AL

AND ECONOM C RESEARCH, CORNELL UNI VERS|I TY
DR ABOAD: Thank you very much. | do have a
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1: 00 o' clock neeting at the Census Bureau so that is
t he constraint.

(Slide.)

| was asked to prepare sonme comments to this
comm ssion primarily based on a referral that you
recei ved about ny expertise in dealing wth business
and individual data rather than ny expertise in dealing
with institutional review boards, which I wll confess
at the beginning of ny talk I have relatively little
contact with because this is the sort of research that
in the past has not gotten a ot of scrutiny fromthe
revi ew board. So what | thought | would do was
state briefly what people are trying to do with this
ki nd of research, why it represents a challenge to the
research conmunity.

(Slide.)

And then give you one prototype, which I think
| can do relatively quickly, and then go through the
privacy, confidentiality, scientific merit and burden
I ssues that surround it, and then | will stay for as
much of the question and answer session as | can.

(Slide.)

| amon slide three.

(Slide.)

The kind of research that we are tal ki ng about
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data files. The challenge is to

construct safeguards for the personal privacy or

busi ness privacy and confidentiality that permt us to

get the soc
appropri ate.

i nt er nati ona

other countries and different societies weigh the costs

al benefit fromthe research when that is

want to stress that | have a | ot of

experience here working wth data from

and benefits to these kinds of research projects quite

differently and as a consequence they nake choi ces that

vary on the scale of how nmuch to nmake tinely

statistical

i nformati on avail abl e and how nuch to

protect privacy and risk of |oss of confidentiality.

should say that all of the governnents that

| have worked with protect privacy and confidentiality

very strenuously but there is no such thing as a fool

proof system | think everyone accepts that and the

i ssue is how you mtigate the risks associated with

violations of privacy or loss of confidentiality

agai nst the benefits to society from making research

use of these val uabl e dat a.

So a prototype of the kinds of projects that

wor k on and

next slide,

many ot her

slide four.

researchers work on is on the
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(Slide.)

Essentially, what happens here is you are
going to conbine data that was collected in essentially
three generic settings. On the left is the househol d
data which typically consists of information about the
household. | scarfed this slide froma nore technical
presentation. That is why it is called a record.

So i nformation about the household and sone
identifier that is placed on that household, which is
the sort of thing that you would want to protect the
confidentiality of. So you can think of it as either
an exact identifier or the nane and address of the
respondent household. And, of course, there is data
that is nmeasured at the household level. |If there were
not, there would be alnbst no point in this exercise.

The i ndi vidual s who are nenbers of that
househol d are identified by another kind of identifier
that you would want to protect the confidentiality of
and, of course, they al so have data associated with
themand it has been very common in surveys of the
househol d sort to be able to associate the individual
to the household. That is not an unusual thing. In
fact, nothing about the household data by itself is
unusual .

The business data would typically be collected
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from busi nesses, entities defined according to the

pur poses of the study so they m ght be based on a

geogr aphi cal sanpling frane or they nmight be based on a
financial sampling frane or they m ght be based on an
enpl oynent origin sanpling frane.

There is sonme identity ID associated with the
busi ness data that is at the core of the
confidentiality and privacy associated wth those data
and, of course, there is information about the
busi nesses.

And to conbi ne themyou go to what | have
called the "link record" but it would be better
described as a link source so what a |ink source does
isit -- is arelation between the identity of the
i ndi vidual typically and the identity of a business.

Common |ink sources woul d be things that
descri be an enpl oynent relation so the individuals, the
enpl oyee, and the businesses, the enployer; things that
describe a commercial relations so the individual is a
client and the business is the provider of a service.

So by way of the link record it is kind of
obscure. The link record typically also contains sone
data. Usually data about the association between the
I ndi vi dual and the busi ness.

By way of the Iink record or the |ink
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mechani sm which m ght be statistical rather than
exact, you are able to associate data that were
col l ected froma household with data that were
collected froma business. And in nmany cases these are
repeat ed surveys or |ongitudinal surveys or censuses on
both sides of this prototype.

Ckay. So now | would like to just basically
tal k about what | think of as the four sets of issues
that surround the use of these data and let's start
with privacy so that is slide five.

(Slide.)

General |y speaking, the privacy issues
associated with the househol d and busi ness data were
dealt with at the point at which the original
information was collected fromthe appropriate source
and so the inforned consent for statistical uses was
gi ven by either the household or the person as
appropriate on the househol d side and the business on
t he busi ness si de.

Al nost al ways under assurances that the
Identity of the respondent woul d be protected and the
resulting data woul d be used for statistical purposes.

CGeneral ly, statistical purposes is described
very broadly. It nmeans to study issues related to the

guestions that you are being asked or the information
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that you are being asked to provide. So the househol d
and the busi ness data when they come from surveys have
their privacy protections done at the source.

The link record, on the other hand, often
cones fromconfidential admnistrative data and so its
research use is generally authorized by |aw rather than
by the informed consent of the provider so that, as you
know, there are research -- there is research that goes
on in many places using confidential admnistrative
record data and it has been directly authorized by |aw.

So the privacy protections that enter in now
are exactly what sort of inforned consent did the
househol ds, the busi nesses and the providers of the
adm ni strative data gi ve when the dat abase object, this
set of linked rel ations was not sonething that was

coll ected fromany one source so those are the privacy

| ssues.

The confidentiality issues -- that is slide
Si X

(Slide.)

The key confidentiality issue is the first
bullet. The respect -- protecting the respondent

identity, either the business or the individual, alnost
al ways precludes the production of a public use file

fromdata of this sort. It is denonstrably too easy to
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m ne the public use file to recover sufficient
information to reidentity at |east sonme of the
respondents and virtually all of the statistical
agencies wth which | have worked have shied away from
creating public use files of this kind of data product.

Consequent |y, you need a protocol for
scientific use of the confidential data and generally
that protocol is sone sort of restricted access for a
scientific project. That restricted access normally
invol ves a scientific nerit review and then a set of
protocols that the researcher agrees to, the
I nstitution housing the data nmay al so agree to them
and this is often where institutional review boards get
i nvol ved because if there is a protocol associated with
the confidentiality of the data then you want to
certify that that protocol does what it is supposed to
do, that you are capable of abiding by it, and that you
can nonitor the provisions of the protocol. And
t hat protocol generally covers what we woul d have
called in the past secondary data analysis of the
exi sting dat abase.

A much stricter protocol, conputer scientists
tal k about firewalls and various sorts of |ayers of
confidentiality protection, surrounds the environnent

where the actual data product is created. And that
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ki nd of protection is generally acconplished by giving
very restricted access to a snmall nunber of people and
never releasing the identifiers that are used for the
i nk beyond that confined environnent.

At the Census Bureau they like to call it a
firewall within a firewall within a firewall because
very few people even in the Census Bureau woul d have
access to such an environnent, although the research
access mght be granted to the data product subject to
t he protocols we have tal ked about a second ago.

So those are the confidentiality issues.

(Slide.)

The scientific nerit issues -- there are
basically two. Usually proposals to either create or
use such data are peer reviewed. | know of peer
reviews by NSF and NIA but | amsure that there are
people in the roomwho can describe a |ot of other peer
revi ew processes that mght be used here.

The peer reviewers, unlike their access to a
public use file fromwhich they could assess the
qual ity of proposed research have to assess the
proposal based on a description of the process and
per haps sonme |imted access to results fromthe process
but they are not -- the scientific nmerit revi ew depends

upon multiple access to the confidential data product
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in order for it to be a reasonabl e review process.

By their very nature what you are doing is you
are creating a nonopoly product that you have to then
manage t he access to because you are trying to bal ance
the privacy and confidentiality against the research
merit.

On the other side of the coin is these
dat asets have been created in order to address sone
astoundi ngly inportant public policy questions, social
security and agi ng research, welfare to work prograns,
a lot of analysis of |abor markets. That is what | am
nost famliar wth but also in the health care are.

So there is a strong cry for information that
can be used to addressed these public policy questions
that has to be bal anced against the difficulty
associated with creating and nmaintaining the restricted
access |inked data product.

(Slide.)

And a final issue that | want to draw your
attention to is the question of burden and that really
has two points. The main reason that one tries to
conbi ne information from i ndividual and busi ness
sources is because it is enornously burdensone to ask
ei ther set of respondents to provide that information

directly.
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No matter how capable you think a business'

i nformation technol ogy system m ght be, asking for very
detailed informati on about the enpl oyees is burdensone.

Simlarly, it is burdensone to ask an
I ndi vi dual about the information associated with his or
her enpl oyer.

Furthernmore, it has been shown that the
information that is directly provided about the other
side of the link if it is an enpl oyer/enployee |ink or
if it is a custonmer client, client/provider |ink
rather, that information is not as reliable as the
directly provided information and so it subjects the
anal ysis to nore error.

Ckay. | realize that as a conmm ssion you are
pressed for tine and | thank you for giving nme 15
mnutes. | did | eave copies of the presentation for
you and I will take clarifying questions now.

DR SHAPI RO Thank you very mnuch.

Is there any clarifying questions at this
nonment anyone woul d |i ke Professor Abowd?

Ckay. | hope you will be able to stay for as
|l ong as your tine allows and thank you very much for
fitting us in.

DR, ABOAD: Thank you.

DR SHAPIRO Let ne turn now to Professor



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

119

Si eber.

Prof essor Sieber, welcone. It is very niceto
have you here.

JOAN E_ SIEBER Ph. D, PROFESSOR OF

PSYCHQLOGY, CALI FORNI A STATE UNI VERSI TY, HAYWARD

DR SIEBER Thank you. It is very nice to be
here and | appreciate being asked to testify. | have
spent many years trying to explain to psychol ogi sts
what the federal regs mght have to do with their
research so | think I amready for this.

DR SHAPIRO | think we are ready, too.

DR SI EBER  Ckay.

(Slide.)

| am going to address actually eight issues.
The definition of research, privacy, confidentiality,
and five aspects of infornmed consent. The definition
of research in the regs serves psychol ogy very well for
a roundabout way.

Specifically, it is true that psychol ogi sts
use research nethods for many activities that are not
research according to the regs and, in fact,
psychol ogi sts do all the things that the preceding
panel i sts have tal ked about. However, it appears
that in nost cases at least, and | will be directing ny

remarks primarily to academ c psychol ogy, that
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departnments work fairly closely with their IRB s so
that the things that are nonresearch but using research
nmet hods where subjects may be at risk are reviewed and
the ones that are not, are not. | can talk alittle
further later if you would Ii ke about sonme of the
mechani sns of |ower |evel review that are |ight-handed
but appropri ate.

(Slide.)

So let me turn nowto the really neaty issues
here. Wrds are very powerful and words such as
privacy and confidentiality are very poorly and
I nappropriately defined in the regs.

(Slide.)

And the result is that the sophisticated |RB
has to explain and explain and explain how they wl |
flexibly apply those regul ations.

(Slide.)

The researchers who are not particularly
sophi sticated, those that are not -- that have not been
through this process a |ot feel confused and cynical,
distrustful of the IRB and regul atory process because
it really does not seemto apply to them

(Slide.)

And, unfortunately, there are unsophisticated

IRB's that are readily confused, very risk averse, very



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

121

heavy handed.

| amgoing to be talking a bit about how

poorly the definition of confidentiality is dealt wth.

In that connection | want to say that | often give
wor kshops for PRIMR Public Responsibility in Medicine
and Research

(Slide.)

And | shall always renenber the IRB
adm ni strator who cane up to ne after one of the little
wor kshops on confidentiality and said to ne, "W al ways
requi re absolute confidentiality.” And | said, "Wll,
what do you nean by confidentiality?" And she said,
"Ch, you know, confidentiality.”" She said, "Not to
tell."

And so | think we really owe it to researchers
and to IRB's to be very cl ear about what
confidentiality is.

The definition of privacy that is given in the
regs is very long and arcane and | could not even get
it all on a slide.

(Slide.)

But it confuses privacy with confidentiality,
whi ch may be okay with regard to nedi cal records but
not -- well, it is not even okay there. And it also

ignores utterly the concept of personal privacy.
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(Slide.)

And that is a concept that is very vital to
psychol ogi cal research.

(Slide.)

It would be better to define privacy as
referring to person's interest in controlling the
access of others to thenselves. Note that privacy
refers to persons and confidentiality to identifiable
dat a.

(Slide.)

The ability to regulate access of others to
one's self varies with many things as | believe Mirray
Wax as already alluded to. It varies with the person's
-- the subject's status and rol e and degree of verbal
skill. You may know very well how to deal verbally to
protect your privacy. It also is a function of one's
stage of psychosoci al devel opnent, the context of the
research, the culture, and the technol ogy of the
research

I would like to give sone exanpl es of persona
privacy issues in research.

(Slide.)

The first one is a technology issue. A hidden
canera that wll videotape continuously will preclude

the possibility of protecting yourself from others.
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And the subject's need to be warned in the consent that
this is going on so that they can nonitor their own
behavi or and not do things that they do not want to be
captured on vi deot ape.

(Slide.)

Now here is a psychosocial issue. A young
child would want a parent present at a session with the
researcher but a teenager has quite different issues of
personal privacy, can handle the researcher but
certainly would not want the parent to be present.

(Slide.)

Appropriate respect for personal privacy has
major inplications for a lot of inportant things in
research. Certainly for the ethical treatnent of
subj ects, their candor, the ease of recruitnment, the
validity of the research, and finally the respect by
t he subj ects and anyone el se who knows about the
research for the research process.

(Slide.)

Now t he code does not define confidentiality
and it confuses it with privacy. It assunes that
everyone has the same concern about other's access to
i nformati on about thenselves and it assunes that
confidentiality neans an agreenent not to discl ose and

these are all poor assunptions.
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(Slide.)

Confidentiality is not an agreenent not to
di sclose. Confidentiality refers to any kind of
agreenent about disclosure. | nean, as an exanpl e,
there is even an extrene case of a case study research
in which the subject refused to participate unless his
full nanme and identity appeared in the publication that
was to follow.

Confidentiality depends on nethods for
controlling access of disclosure which Professor
Bradburn di scussed very capably. | wll not go into
them Only to remnd you that they are very
consequential and that they need to be kept in mnd in
any di scussion of confidentiality in the inforned
consent or el sewhere.

And sone of those nethods are inperfect so
t hat sone agreenents nmay not remain valid and
consequently any confidentiality agreenent needs to
reflect all of these realities of the situation.

What the subject wants, what the researcher
wants, what the limtations are of the nechanisns for
control ling access.

(Slide.)

A good definition of confidentiality would

state that -- let ne --
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(Slide.)

| amsorry. Here. A good definition of
confidentiality would | ead researchers to the
literature on nethods of controlling access and to
under stand how to nmake appropriate and valid agreenents
about the control and access of data.

(Slide.)

A good definition, thus, would be that
confidentiality refers to data and to agreenents about
who may have access to identifiable data and what
met hods will be used to control that access. That does
not appear in the federal regs.

(Slide.)

I nfornmed consent, turning now to these issues,
is required to include an explanation of the purpose of
t he research.

(Slide.)

Now suppose the researcher said, "W are going

to study your conformty behavi or when you nake

decisions with your peers.” You wll see that one
subject is thinking, "Well, I amnot a conform st but
the rest of these folks are.” Wll, actually they are

all thinking that.
There are a | ot of major social issues such as

conformty and antisoci al behavior that cannot be
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validly studied if subjects know the exact purpose of
the research so there needs to be sonetines sone
conceal nent of the exact purpose.

(Slide.)

Resear chers who need to conceal may use
various ethical approaches, including prior consent to
conceal nent with |ater debriefing or the approval of
surrogate subjects of what they are going to do. And
the debriefing that is done certainly needs to be
sensitive so these are all areas of research or
education that are inportant.

(Slide.)

A better statenent here mght be that what is
required is an expl anation of the purpose of the
research or if the research cannot be done validly when
subj ects understand t he purpose, a nore general
description of the topic and an accurate explanation of
what will be asked of the subject, in other words what
their experience will be, and researchers certainly
shoul d not be allowed to conceal information that woul d
af fect subjects’ wllingness to participate.

(Slide.)

Let me turn nowto risks as they are dealt
wth in the regs. The regs call for a description of

any reasonably foreseeable risks or disconforts to the
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subj ect and this rather ignores denographic and
psychol ogi cal determ nes of ri sk.

(Slide.)

For exanpl e, needl ess worry. Subjects may
worry about risks that the researcher has prevented and
does not nmention in the consent. For exanple, this
undocunent ed m grant farmwrker needs to know that his
nane will not go to the INS and he needs to know t hat
t hrough procedures that will be believable to him and
there are ways certainly that that can be done that are
very culturally sensitive.

(Slide.)

A nore inclusive statenent about risk would
rem nd researchers and the IRB' s of foreseeable and
rel evant risks, including those that are imagi ned by
subjects, likely to be inmagi ned, and those that the
researcher has prevented. It would also rem nd them
that there are certain populations that are nore
vul nerabl e to risks than others, including risks of
needl ess worry. It would rem nd them of ways to
aneliorate and prevent risk and al so of ways to
communi cate effectively with subjects about such ri sks.

(Slide.)

A better statenment m ght be a description of

any reasonably foreseeable risk, harm |oss or danage,
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I ncl udi ng i nconveni ence, physical, psychol ogical,

soci al, economc or legal risks or disconforts to the
subjects or others as a result of research
participation and a description taken -- a description
of steps taken to aneliorate or avoid those risks.

(Slide.)

| would like to turn now to the area of
benefit because this is a -- | think that this is a
very different issue in the social sciences and
especially in psychol ogy and | suspect that Mirray
woul d agree in anthropol ogy.

The regs say that there should be a
description of any benefits to subjects or to others
whi ch may reasonably be expected fromthe research.
Vel |, the bionedical researcher may cure the person or
pay the person but the psychologist typically is not
going to be doing either of those.

(Slide.)

Here is sort of the reality. The researcher
IS saying -- perhaps this is a nmaster's degree student
or a Ph.D. student. "This research is going to help
show how chi | dren shoul d be disciplined effectively."
And the subject is there thinking, "You nean this
research is going to get you a Ph.D."

(Slide.)
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The typical reality is this, and | think this
is true of all research, that the research wll add
little at the margin to the extensive existing
literature on the topic. However, before even
collecting the data the researcher knows the literature
on the topic, knows a great deal about the topic, and
knows of many resources for the general public about
the topic, |like sunmaries and bibliographies and filns
and | ocal workshops, and the researcher could easily
share these kinds of in kind resources. You know, the
subj ects are giving information, the researcher can
provi de reciprocally information.

(Slide.)

Resear chers can provide so many benefits to
subjects and to their conmmunity, why prom se only | ong-
termor unlikely benefits or pay people a pittance when
It is so often practical to provide useful information
and resources to subjects and to their comunity.

(Slide.)

So that a better statenent m ght be a
description of any benefits to subjects or to others
whi ch may reasonably be expected fromthe research
itself or which have been arranged for the benefits of
subjects or their community.

(Slide.)
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| want to turn now to assurance of
confidentiality and the inforned consent requirenents
say that there should be a statenent describing the
extent, if any, to which confidentiality of records
I dentifying the subject will be maintained.

(Slide.)

W have tal ked about confidentiality quite a
bit so let nme just go quickly to what a better
statenent mght be. It mght be a statenent descri bing
the conditions of confidentiality of identifiable data,
who will have access to the data, what safeguards or
met hods will prevent or reduce the |ikelihood of
unaut hori zed access, and what unavoi dabl e ri sks of
di scl osure may exi st.

O course, one need not go into all of that
where confidentiality is not a big issue and I am not -
- | have not fornulated this statenent as carefully
considering all possible kinds of research. That is
one of the nore problematic areas yet in ny m nd but
that woul d be the nost extrene statenent that | think
woul d be appropri ate.

(Slide.)

Now et me turn to research -- to treatnent
for injury. The regs say that for research involving

nore than mninmal risk an explanation as to whet her any
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conpensation or an explanation as to whether any
nmedi cal treatnent are available for injury.

(Slide.)

Now i n psychol ogi cal research there is nuch
nore likely to be enotional than physical injury.

(Slide.)

Those likely to experience sone enotional
upset during the study may want to know whet her
counseling wll be avail able afterward.

(Slide.)

And | think that is sonething that can very
readily be nmentioned in a statenent about treatnent for
I njury.

(Slide.)

In summary, social and behavi oral research
met hods are now common to all fields of research
I ncludi ng nedicine. And the recommended changes, it
seens to ne, would benefit IRB's, researchers and
students in all fields of human research.

(Slide.)

My specific recommendation is that there be
nore conprehensi ve regul ations pertinent to all hunman
research and a web site then could provide detailed
gui delines in education, indexed perhaps by discipline,

met hod context and subject popul ation.
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And, hopefully, this kind of information could
be of use to educators and it would be nuch nore
avai l abl e to individual researchers in preparing to
deal with their IRB and it would also be available to
researchers to conbat an overzeal ous and risk averse
| RB that did not understand what the researcher was
about .

Thanks a lot for the opportunity to testify.

DR SHAPI RO Thank you very nmuch for those
very hel pful remarks.

Let me see if there are any clarifying
questions. Ton?

DR MJRRAY: Dr. Sieber, thank you very rmnuch.

Two quick clarifying questions. One is you talked
about research that enploys concealnent. D d you nmean
to draw any distinction between that and what is nore
typically referred to as deception research? That is
guestion nunber one. Let nme just followwith the
second.

The second is you also referred to a practice
of seeking approval from "surrogate" subjects and I
just wonder if you could explain what those are since
it is hard for me to understand how i nforned consent
coul d be given by a surrogate subject.

DR SIEBER Yes. Let ne take the first
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guestion -- the last question first. The surrogate
subj ect does not give inforned consent. the surrogate
subj ect is given an opportunity to go through the
procedure as a subject and a surrogate subject is a

peer of the subject population and says, "Well, |

real ly cannot inmagine --" you know, consent -- it is
not consent. It is sort of approval. It would be to
say, "Well, | really cannot inmagine that any of ny

peers would object to this."

| al so tal ked about consent to conceal nent and
a prevalent practice nowis to tell subjects, "W
cannot tell you exactly all about the research before
you participate but you will be debriefed right
afterwards. "

Now to your prior question there are two kinds
of deception. One is informational and the other is
relational. At least that is one of the ways in which
phi | osophers have tal ked about this.

Rel ational is where | owe you the truth and
have not given it to you. Informational is where |
conceal sonething and reveal it to you later

And you are asking a very good -- a very
i nteresting question because | think that the kind of
deception that people generally really object to is

relational and I think, for exanple, that that is the
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thing that upset people so nuch about the Nogri m study.
The belief was that this was a researcher who was
asking you to be a research assistant and actually you
were the subject and you were pressured to do sonet hing
and under the pressure of duty and working for this
I mportant researcher you did it but you were sweating
bullets and that was a pretty rough experience for
subjects. And | think that is a very good exanpl e of
hi ghl y obj ectionabl e rel ational deception. But
there are other kinds of relational deception that are
not -- where the consequences, you are not being given
an opportunity to do sonething awful .

A study by Alice Ei sen a nunber of years ago
is a very good exanple. She wanted to find out if
subj ects who had had a nice experience would be nicer
to other people |ater.

And so it was examtine and there was a study
area at the university and soneone presunably right out
of the dormtory kitchen cane by with these great
chocol ate chi p cookies and would give a cookie to
sonebody sitting there studying. And then a few
m nutes | ater someone el se woul d cone al ong and ri ght
besi de that person would drop their books and the
guestion was woul d the person be nore likely to help

themif they had a chocol ate chi p cooki e.
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(Laughter.)

| think that is relational deception but |I do
not think it is bad and so | think that we have to nake
a second distinction that if it is relational deception
It needs to be involving you in doing sonething that
you woul d not feel good about if you understood the
true circunstances.

DR SHAPI RO Thank you. Any other clarifying
guesti ons?

DR CASSELL: D d it nake a difference, Dr.

Si eber ?

(Laughter.)

DR SIEBER Yes, it turns out that it nmade a
trenendous -- she has witten extensively about this.

It is as though there is an accountant in the sky and
I f soneone does sonething nice for you to pass it on
O course, if soneone cuts you off in traffic you may
cut off the next person.

DR SHAPIRO | wll refrain from asking
sonet hi ng about the quality of these cookies in any
case because --

(Laughter.)

DR SHAPIRO W will go on to our next
panelist who is a historian, M. Linda Shopes.

Again, it is very, very nice to have you
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Thank you very nmuch for comng. W look forward to
your remarks.
LINDA SHOPES, MA. . H STORI AN, PENNSYLVAN A
H STORI CAL_ AND MUSEUM COVM SSION,
ORGANI ZATI ON OF AVERI CAN Hl STORI ANS AND
AVERI CAN HI STORI CAL ASSOCI ATI ON

M5. SHOPES. Well, good norning and thank you
for the opportunity to speak to you today about the
concerns of professional historians regarding current
regul ati ons governi ng research invol ving human
subjects. | should say that this is something new for
hi storians. W are only beginning to grapple with the
fact that we need to conformto these regul ations.

Four historians, "human subjects" research
neans oral history, that is, preplanned, open-ended,

I n-depth, and generally tape recorded interviews with
men and wonen whose first-hand experiences are deened
of sone historical significance.

The termoral history itself is nmaddeningly
Inmprecise. It refers to both the process of
Interviewing and the recorded interview, in both its
taped and transcribed forns.

Al t hough the transm ssion of know edge about
t he past through the spoken word is probably the ol dest

way in which human bei ngs have | earned about history,
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hi storians generally consider oral history as
originating with the work of historian Allan Nevins at
Col unbia University in the 1940's. It was Nevins who
first initiated a systematic and disciplined effort to
record on tape, to preserve and to nmake avail able for
future research, individual recoll ections deened to be
of historical significance.

H storians generally conduct interviews for
one of two reasons. To devel op an archives of primary
source material for future scholarly work or as
research for their own scholarly project. A good
exanple of the forner is that initiated by Nevins and
now continued at Colunbia's Oral H story Research
Ofice. A good exanple of the latter are the
interviews with former Southern textile m |l workers
conducted by Professor Jacqueline Hall and her
col | eagues at the University of North Carolina that
resulted in the award wi nning book Like a Famly: The
Making of a Southern Cotton MII Wrld.

There is consi derabl e overl ap between these

two approaches to oral history, in that scholars
conducting interviews for their own research are
encouraged to place the conpleted interviews in an
archives or public repository so that others can build

upon and also interrogate their research



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

138

Mor eover, sone scholars do not conduct
i nterviews thensel ves but draw deeply from extant
archival collections. Many historians al so use oral
history in their teaching, assigning students to
interview famly nenbers about the G eat Depression,
for exanple, or nore recently about the 1960's.
Hi storians al so use interviews in the production of
films, radi o prograns, nuseum exhibitions and ot her
sorts of nonprint public forns of historical
present ati ons.

For historians, oral history is a way of
getting at information and insights not avail able
el sewhere in the extant record. For many of us, it is
also a way to integrate the experiences and voi ces of
the historiographically, if not the historically,
silent into our accounts of the past.

| think it is inportant to state that for
hi storians, oral history is not understood as research
on human subjects but rather as research with other
human beings. An oral history interviewis an
I nteractive process in which the questions of the
historian/interviewer elicit the responses of the
narrator, which in turn influence the historian's
subsequent questi ons.

H storians view oral history as a uni que kind
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of primary source. The quality of the interview
depends as rmuch on the net hodol ogy enpl oyed and the
rel ati onshi p between interviewer and narrator, as it
does on the significance of the events being recalled
and the sharpness of the narrator's nenory.

Recogni zi ng the need for sound net hodol ogy and
pr of essi onal standards, including attention to the
ethics of the unique human rel ationship that is an
interview, in 1968 the Oral Hi story Association, the
United States Oral Hi story Association codified,

t hrough a | engthy deliberative process, a set of
princi pl es and protocols to guide work in oral history.
These were expanded in 1979 and revised in 1989/1990,
and again in 1998 and 1999, to take into account new

concerns and new devel opnents in the field.

Thi s docunent, commonly referred to as the

"Eval uation Cuidelines," defines a set of
responsibilities interviewers have to narrators, to the
public and the profession, and to sponsoring
Institutions. It seeks to encourage recorded
Interviews that are as accurate, conplete, thoughtful
and usabl e as possible, and to di scourage the m suse of
oral history.

The Anerican H storical Association, in

consultation with the Oral Hi story Association, has
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devel oped a briefer "Statenment on Interview ng for
Hi storical Docunentation" directed specifically to
those using oral history for their own research. |
bel i eve you have those -- both of those guidelines.

Wi ch gets ne now to 45 CFR 46 and hi stori ans’
rel ati onships with canpus institutional review boards.
For years, both OHA and AHA had intermttently been
recei ving conplaints fromnenbers who had been
experiencing difficulty wwth their canpus IRB's. As a
result, in Septenber of 1997, |, as president-el ect at
that tinme of the Oral H story Association, along with
the then president and anot her coll eague, net wwth Gary
Ellis, Thomas Puglisi and M chel e Russel |l -Ei nhorn of
the National Institutes of Health -- National Institute
of Health Ofice for Protection from Research R sk.

The neeting was cordial and informational. W
needed to |l earn nore about the federal regul ations
governi ng research invol ving human subjects and the
functioning of IRB's. W believed OPRR needed to | earn
about the professional standards governing historical
research, including especially oral history.

At that neeting, Dr. Puglisi stated that the
OHA's Evaluation Quidelines are not inconpatible with
the federal regul ations governi ng human subjects

research. Both OHA and AHA gui del i nes urge those
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pl anning to conduct oral history interviews to neet
with potential narrators prior to the interviewto
di scuss the nature of the project, the types of
questions interviewers will ask, and the antici pated
uses of the collected material.

Both require narrators to sign a |l egal rel ease
format the conclusion of the interview that addresses
copyright, access, identification of narrators, and
di sposition of tapes and transcripts. Both sets of
gui del i nes specifically advise historians to be
"cogni zant of and conply with all |aws, regulations and
I nstitutional policies applicable to their research
activities," and further recommend that before
begi nning any research that may include oral history
i nterview ng, historians should contact their IRB's for
policies and regul ati ons governi ng the use of human
subj ects in research projects.

In 1997/98 the Oral Hi story Association sent
copies of both its owm and AHA's guidelines to
directors of graduate studies in history and Anmrerican
Studies at universities around the country and appri sed
them of the need for historians to contact their IRB s
prior to undertaking oral history research. You have
copies of those or you will get copies of those

conmuni cat i ons.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

142

H storians do not dispute the inportance of
hi gh et hical standards governing research that involves
human bei ngs, the review of research protocols
I nvol vi ng human bei ngs, and the principle of infornmed
consent.

That said, the bionedical and behavi ori st
framewor ks within which 45 CFR 46 was devel oped have
resulted in IRBs' evaluating oral history projects
according to standards and protocols not appropriate
for historical research, thereby calling into question
t he underlying assunpti on of peer review

This problemis exacerbated by the tendency
for IRB's to be conposed of people unfamliar wth
net hods of historical research. Thus, | RBs have asked
hi stori ans how narrators wold be recruited, when in
fact recruitment is not the issue. A request for an
interview is based on the potential narrator's
sonetimes unique relationship to the person or topic
under consi derati on.

W have been asked what the consequences woul d
be if a person refused to consent to an interview.
Again, this sinply is not an issue in oral history
research unl ess, of course, one considers the
consequence of not having a particul ar person's version

of events on record, although, obviously, that is not
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what the regul ations refer to.

H storians report that they have been told by
IRB's to submt detailed questionnaires prior to
conducting any interviews, to naintain narrator
anonymty on tape and in their published work, and to
either destroy their tapes or retain themin their
private possession after their research project is
conpl et ed. Each of these requests m sconstrues ora
hi story and viol ates fundanental standards of
hi storical practice.

An interview is an open-ended inquiry,
generally structured around a set of biographical and
broadly historical questions. It does not follow a
rigid schedul e of questions but is shaped by the
i nt ervi ew exchange.

Wil e anonymty is an option in oral history
and, indeed, quite appropriate in sone cases, anonynous
sources lack credibility in nost historical
schol arship. The precise identity of an interviewee
often matters as a way of gauging that person's
relati onship to the topic under discussion and hence
assessing the perspective fromwhich he or she speaks.

In fact, nost narrators agree to retain their
identity in archival collections and published

schol ar shi p.
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And al t hough narrators can choose to restrict
all or a portion of their interviews for a period of
time, and sonetines, indeed, interviewers suggest that
they do, hoarding or destroying tapes contradicts a
primary canon of historical research that sources not
only be cited but also be avail able and accessible as a
way of assessing the validity and integrity of the work
t hat draws upon them

And nost incredible to ne, sone historians
report that | RB' s have questioned their use of sources
in the public record, including newspapers and
manuscri pt collections, as well as properly archived
oral history interviews, sinply because they deal with
the activities of human bei ngs.

Sone al so question whether the current
extensive and often bureaucratically conplex reviewto
whi ch proposed oral history research projects are
subj ected, including even interviews assignhed as
cl assroom projects, is, in fact, appropriate for a
research activity that generally presents the nost
mninmal of risks to the narrator

In March of 1998, the Oral Hi story
Associ ation, in conjunction with O ganization of
Anerican H storians and the Arerican H storica

Associ ation, corresponded with institutional review
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boards at those institutions that had filed multiple
proj ect conpliances with OPRR  And, again, you wll
have a copy of this correspondence. This
correspondence addressed areas where current review
practices seened at variance with established
principles of historical research and recommended t hat,
where feasible, historians be appointed to | RB' s.

IRB's were al so provided with a copy of OHA' s
Evaluation Quidelines. In many, perhaps nost cases,
hi stori ans have been able to clarify the issues and
negoti ate protocols for informed consent and for
Interview ng that satisfies their IRB s.

And I RB review of oral history research has
certainly been facilitated by the recent inclusion of
oral history as a category of research that nmay enjoy
an expedited revi ew procedure, sonething that the
hi storical profession actively advocated. Again that
meno in response to the call for comment is al so
included in the material | have avail able for you.

Nonet hel ess, in the spirit of peer review I
suspect many would find it nore appropriate for oral
history interview ng projects to be reviewed by
hi storians, other scholars in the humanities
disciplines, and qualitative researchers anong soci al

scientists, according to the terns of OHA's Evaluation
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Quideljines.

| think there is a deeper disjunction between
t he bi omedi cal nodel of research on which current human
subj ects reqgul ations are based and the research that
hi stori ans and perhaps those in other humanities and
soci al science disciplines engage in.

This lack of fit is suggested by reports by
sone historians that they are requested by their I RB
not to ask questions about certain sensitive subjects,
such as an individual's crimnal history or history of
arrests, thereby obviating a |lot of research on the
civil rights novenent, for exanple. It is suggested by
the current regulation that, where appropriate, a
statenent that significant new findi ngs devel oped
during the course of the research, which may relate to
the subject's willingness to continue participation,
will be provided to the subject. It is suggested by
the need to identify the risks or disconforts an
i ntervi ewee may experience during the course of an
I ntervi ew.

Inall of this there is the possibility, or
per haps even the hint, that, according to current
regul ati ons, controversial, difficult, or challenging
topi cs cannot be addressed in historical research

The need to treat individual narrators with
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honesty and respect is not the issue here nor is the
need to apprise them of the nature and purpose of any
interview \Wat is at issue is the notion of critical
inquiry, inquiry that does chall enge, that may be
adversarial, that may even expose, as interviews with
Kl ansman and wonen and with Nazi col | aborators, for
exanpl e, have done.

Yet current regulations, interpreted narrowy,
can have a chilling effect on historian's freedomto
pursue these difficult topics. Mreover, historians
pur sui ng research on sone 20th Century topics may find
they have acquired critical, if controversial
information with profound consequences for public life.

They may further determne that the public's need to
know may have greater urgency than nmay be all owed for
In current regul ations.

The boundaries of current regul ations are
admttedly uncl ear about these sorts of issues but |
think it is fair to say that historians believe it is
I nperative that they not be used to hinder the
recordi ng of our recent past.

Thank you.

DR SHAPI RO Thank you very nuch. |
appreci ate your remarks, as | do for all nenbers of the

panel . Let's now just go to questions from
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conm ssi oners.
Alta and then Tom
DI SCUSSI ON W TH COVM_ SSI ONERS

M5. CHARO  Thank you, all, for vivid and
concrete presentations that raise sone very specific
exanples in ny mnd at least. The question | have is
probably directed nost to Ms. Shopes and Dr. Wax,
although | aminterested in all of your responses.

It has to do with a potential alternative to
t he conceptualization of which activities ought to be
gi ven speci al kinds of review in which one focused --
and this is not because we are going this way but it is
a potential .

One focuses | ess on whet her what one is doing
is a systematic investigation for generalizable data
and nore on the notion of the rel ationship between the
so-cal l ed investigator and the so-called subject and
focuses on whether there is any possibility for a
situation in which the subject is now nerely a neans to
sonebody el se's ends and further whether that raises
specific risks.

The kinds of risks that it can raise are a
chance of confusion in which | believe that there is a
fiduciary responsibility to look at for ny interest

but, in fact, that is not present or is secondary to
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sone ot her purpose. O a chance of ignorance in which
| fail to imagine the kinds of risks that this
i nvol venent poses.

I nmean, in the chance of confusion obviously I
will fail to self-protect because | am assum ng you are
protecting ny interests. Chances of ignorance, | m ght
fail to perceive risks and, in fact, M. Shopes your
final comments raised this specifically. | may fail to
perceive the risks associated with revealing
information that could render nme vulnerable to
prosecuti on because the statute of limtations has not
run for the kinds of things I amdiscussing wth you.

| amvery interested in the two settings you
have descri bed because you speak with people so | ong
and in sone cases live wth people so long that | am
finding nyself wondering if personal relationships
devel op that raise the question of confusion about
rol es even though at the outside it is quite clear to
everybody this is a research project but nonetheless in
an evol ving fashion, confusion about the relationship
with the investigator can occur, and second whether in
your experience the ignorance issue is one that is
significant because this would suggest -- this would be
informative as to whether or not it is possible to try

and divvy up the world along these |ines of
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rel ati onshi ps that ask where do we need third party
protections and where do we not.

DR SHAPI RO  Yes, Professor Wax?

DR WAX: Thank you for the very informative
guesti ons.

Yes, first of all, conmmunicating to another
group of people who are culturally different about what
we are doing is extrenely difficult and what happens
really is that a relationship develops or fails to
devel op and the relationship is subject to all the
ki nds of things that social relationships do.

| was privileged to participate in a project
t hat asked a sanple of Indian comunities, American
I ndi an comunities, how they felt about the research
t hat had been conducted anongst themin the past 20
years, not just anthropol ogical research but research
generally, and their responses were so different than
we had antici pated because they focused not on let's
say nedical care or the quality of it but upon the
rel ati onshi ps that had devel oped or failed to devel op,
and the concern or |lack of concern they felt with the
i nvestigators. They tended to | ook conpletely
j aundi ced about the purpose of the investigator. They
did not believe it.

Wen | did research -- first did research
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anong the Qgdal a Sioux they could not believe that |
was really there to study children in schools. They

t hought, well, | ama social worker, | aman FBI agent,
| amall sorts of other things, and no matter what |
said for the first three nonths, they did not believe
it. And if | were they, | would not have believed it
ei t her.

Moreover, if | had given them a piece of paper
to sign they would have withdrawn all. They woul d not
have tal ked to ne ever because fromtheir point of view
any pi ece of paper threatens their claimon the Bl ack
Hlls and the governnent has given themall sorts of
pi eces of paper in the 19th Century that nade for
i rredeenmabl e | osses. So they woul d not have done that.

They had to judge ne as a person.

And, as | say, you know, anthropol ogists are
no nore noral than anybody else but if you are there
within a community you find yourself subject to all the

rules and regul ations of that community or you are in

bad troubl e.

That is -- so, yes, information through the
cultural lines of difference is -- just does not filter
very well. M own proposal and I will junp ahead for a

nmonment is that what we are doing is we are | ooking too

much at the onset of research and too little at what
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happened to the research itself that we are asking a
researcher to predict what he or she is going to be
doing and howit will affect the people defined as
subjects, and we are not |ooking afterward to see what,
in fact, happened and how do various people feel about
what happened.

My own feeling -- by the way, | nust say that
| amutterly skeptical about IRB s and informed consent
because ny vision of infornmed consent, which is very
personal, is being -- but just before a major operation
bei ng gi ven a sheet of paper by the anesthesi ol ogi st
aski ng whether ny perm ssion to use various |evels of
anesthesia. And | thought to nyself this guy has ny
life in his hands and I do not even have ny eyegl asses
on, you know. And he did not ask. He did not cone by
a nonth l[ater and ask ne where | was, how | felt, and
what were the after effects.

So ny feeling is that we are concentrating up
front not on what happened and how peopl e feel about
it.

My own feeling is, yes, anthropol ogists tend
to be, you know -- novice anthropol ogists tend to be
| i ke Joan Sieber pointed out. These people are 100 or
300 research subjects and they are going to -- these

are nice people who are going to give ne ny Ph.D. by
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answering ny questions.

You try living there for a year anong these
ni ce people and you will find out that they are very
effective in protecting thenselves fromyour inquiries.

That does not nean that you cannot exploit them but
the exploitation often is quite nmutual and they are
usually -- you know, especially with Anerican | ndi ans.

These peopl e have seen people cone and go and cone and
go and they are very gifted at getting things out of
you. That does not nean that they are not justified.

It just nmeans that life is very conplex.

And now Dr. Shopes.

M5. SHOPES:. Yes, if | understand you
correctly, you are suggesting protections froma
confusion of roles and a narrator's ignorance really of
t he purpose of what they are tal king about.

M5. CHARO Basically, one could try to
reconfigure what gets regulated or what gets speci al
revi ew based on sonet hi ng.

M5. SHOPES:.  Yes. You know, those are
I nteresting and useful possibilities to think about. |
have two i mmedi ate concerns. One is that such an
approach woul d not prevent historians frominterpreting
the results of their research in ways that the human

subjects, if you will, would not necessarily agree
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wi t h.
| think that would be a real problemfor

hi storians to sinply take at face val ue what they hear.

| also would be concerned that -- and I wll give you
an exanple here -- that sonme people's wlful ignorance,
if you will, cannot be appropriately addressed and | am

t hi nki ng of research actually by a historical
soci ol ogi st on wonen who were nenbers of the klan in
the 1920's in | ndian.

Are you famliar with that? Yes. You
know, then | do not need to really be too terribly
speci fic except that these klanswonen that she
I nterviewed sinply could not understand how she could
take a critical approach to the klan. For themit was
everyday life. And that failure to conprehend that she
m ght have a different point of view allowed themto be
qui te open.

Now | just checked this book out because |
wanted to see how she handl ed sone of these issues and
It could be quite damming for sonme for these narrators
to be presented in this book with, indeed, quite --
what | woul d consider quite daming information.

She did maintain their anonymty. A question
arose for me, however, perhaps even the nane of the

I ndi vidual person in this case did not really matter.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

155

You know, their individual identity is not inportant to
the story that she is trying to tell but what if she
wer e doi ng anot her kind of research and it was evi dent
that certain inportant people in the community,
bankers, church nmen, were nenbers of the Kl an, and n
posi tions of power exercised a certain kind of social
control. Wuld it be appropriate to maintain the
anonymty of those people? O would it even be
possi bl e given the fact that they were public figures
and you woul d not even have to use their nanme but
hi storians do not wite about fictive places. They
wite about real places and real tine. People would
know who t hose peopl e were.

So, you know, those would be sone of -- |
t hi nk perhaps inplications of the procedures that you
are suggesting although it would lead to sone
I nteresting conversations, | think, too.

DR SHAPI RO Thank you.

Ton?

DR, MJURRAY: Thank you, Harol d.

And thank you to the four panelists very nuch.

| guess what | am about to engage inis a
brief -- probably noral history rather than oral
history. | want to think about the sources of our

concern and the ways which we have articulating them
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And | amespecially struck by the -- what appears to ne
to be a contrast between Professor Wax and Ms. Shopes,
it is a take on the relationship between subject and
researcher, and Professor Sieber at least in so far as
It concerns deception research paradi gns.

The history | wanted to take is if you | ook
back at the nost influential sources, sone of the nost
I nfluential sources on the ethics of human subjects
research you go back to people |ike Paul Ransey who
wr ot e about the concept of co-adventurer, the subject
as co-adventurer in the research project with the
I nvesti gat or.

If you | ook back at Hans Jonas who tal ked
about the need to -- not to conscript people in the
name of science but rather again to respect their
dignity and enlist them if you will, voluntarily in
it.

And if you | ook at the nethodol ogi es and
et hnography and oral history you see by and | arge a
very straight forward relationship. | nean, not
sinple, conplicated in all the ways you descri bed and
potentially perilous for the subject but also sonetines
for the researcher but out there.

| am an ant hropol ogi st and | have cone to do a

study. | aman historian and | have cone to talk to
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you about sonething that we find interesting.

It picks up a distinction philosophers nake,
Steve Holtzman alluded to it earlier, between harm ng
and wonging, which | think is incorporated into --

i nformed consent is, | think, intended to both prevent

harm the idea there being if you tell people we are

going to do sonething very dangerous to you they say no
so it hel ps prevent harm but even nore so it provides -
- it respects the dignity of the individual and says we
are calling on you in the nanme of science. W want to

enlist you in this project as a co-adventurer. Do you

agree to do that or not?

If you take that -- that is a fairly crisp
view. If you take that viewthat really -- if you take
it toits logical conclusion it would conpletely
elimnate research that decei ved peopl e about being
engaged in research or about any of the significant
el enents of the research protocol

Joan Si eber probably knows ny history here,
which is 30 years ago | started raising these questions
about deception research in a departnent of psychol ogy,
got mainly head scratches and puzzled stares, and | ater
on hostility. Not in that departnent but anong ot hers
to whom | based t hese questi ons.

| wonder if anything has changed in 30 years
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or is the deception paradi gmessentially untouched.
What | believe | have found in those days was an
insensitivity, if you will, a kind of tone deafness to
t he notion of wonging that one m ght be wong by being
I nvol ved in research, and even Alice Eisen's study,
which is cute, those people, | take it, did not know
they were involved in an investigation and so you get a
-- you end up on a continuum

I know of other studies where accidents were
staged and people had no idea -- they were just staged
in public and peopl e had no i dea whether they were --
that there was an experinent but they, in fact -- they
wer e bei ng observed.

So | wonder, Joan, if you could tell us where
things are now 30 years | ater?

DR SIEBER Well, the answer is that there is
a great deal of variability. | was quite astounded to
di scover in reviewing the articles in the Journal of
Social and Personality over the last 30 years, a couple
of nmy students and | went through and coded articles on
t he ki nds of endeavors, the percentage of deception,
t he kinds of deception, the areas in which they
occurred.

And what we found was that the nature of the

deception has changed quite a lot. There was a period
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when there was nuch -- when peopl e stopped researching
sensitive topics where deception was needed. In other
words, the regs had really had a very chilling effect

on certain sensitive areas.

More recently there has been an increase again
alnost up to the prior level in percentage of articles
in that journal. Now, of course, that is the journal
to | ook for deception studies so it is certainly not
representative of the whole field.

The kind of thing that has happened
i ncreasi ngly, though, and unfortunately the journal
articles were not highly informative on what the
consent procedure was but | do know that in nost of the
ki nds of experinental studies that JPSP publishes,
whi ch are done in acadene with coll ege students that
they ask the students would you be willing to
participate if we do not tell you everything at the
outset and then debrief you. And so that the inforned
consent is, "Sure, | will play that gane."

So | would say that there has been an i npact.

| would say there is -- that the inpact actually had a
chilling effect on certain sensitive areas of research
and | think that people are very gun shy about doing
t hi ngs that people woul d be ashaned of having

participated in.
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W are | earning how to use sonmewhat nore
acceptabl e practices in those areas where sone
conceal nent is necessary. | guess that is the best
answer | can give to a whole diverse set of events.

DR SHAPI RO Thank you. Professor Wax, did
you have a response?

DR WAX: | just wanted to add one ot her
proviso. Wen | did our first study anong the (Qgdal a
Sioux on children in school, after the study was over
we wote up a nonographic report and sent copi es back
to the Sioux. Then we heard via the grapevine two
ki nds of responses. One was the Sioux equival ent of
you have scored a major coup. The second was if we had
known that is what you really going to do we m ght have
hel ped you. And this --

(Laughter.)

DR WAX: | also want to say that one of the
nost el usive people to try to interview turned out to
be the Sioux teenagers. They were wonderfully gifted
at nonresponse.

(Laughter.)

DR SHAPIRO kay. | have quite a few of ny
col | eagues who would i ke to speak and | hope we have
time to recognize themall so let's be as brief as

possi bl e.
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Ji n?

DR CHI LDRESS: Thanks very nuch. Professor
Wax and Ms. Shopes, you dramatically identified sonme
problens with IRB's in the areas of research that you
are concerned with and | guess ny question really
concerns what you think about how pervasi ve and
wi despread those problens are, whether you have
reports, anecdotal or nore systematic reports of IRB' s
bei ng educated to interpret the regulations in a way
that would permt the research w thout the kinds of
burdens you have indicated and whet her you have any
suggestions for how investigators and others m ght go
about educating IRB's and woul d hope I RB's educating
institutions since we have heard today that sone of the
pressures arise fromwithin the institution for IRB s
to be as conservative as possible.

So any reflections you had al ong those |ines
woul d be hel pful.

DR WAX: Well, on the one hand, | ama great
believer in casuistry. That is to say | ama great
bel i ever that abstract principles, ethical principles
are very good, but we also need to see where harns and
w ongs are being done, and we do not know really enough
about that so as to really nake that connection between

t he two.
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And | wish sonehow there were in the whol e
system a nmuch nore research going about IRB's and their
i mpact on research. Wat we have here is what an
ant hropol ogi st would do. That is narratives from
peopl e as to what they have observed.

| can say fromwhat | have been hearing here
that the pressure seens to be that IRB's are rewarded
for being risk aversive and not rewarded for being
adventurous and that the governnent operates with an
iron club rather than education. 1In the case of the
Aneri can Ant hropol ogi cal Association we have finally
realized that we did not have the funds and people to
really nonitor accusations and that was a bl essing
because we then turned to the notion that what we had
to do was educate researchers and prepare them for what
they m ght encounter, and have a forum for discussion
of troubl esone issues.

And that, | think, has been on the whol e
useful but as | say | think it would be very
Interesting to do nore research on the experience of
I nvestigators with IRB's and federal regs.

Thank you.

DR SHAPIRO M. Shopes?

M5. SHOPES: Yes. Let ne try and answer your

questions. | think it is hard to tell how w despread
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the problemis. | have anecdotal evidence that
surfaces on the oral history listserv quite regularly
that | would certainly be happy to provide you with but
there is no way of gaugi ng how extensive this is.
| did nention this to Dr. Speers. The
Aneri can Association of University Professors has
convened a working group of representatives of
pr of essi onal associations in humanities and soci al
science disciplines to ook at this issue of IRB review
of our research and as a result is currently engaged in
a process of surveying -- the different associations
are engaged in a process of surveying their nenbers.
The survey for the Anerican H storical
Associ ati on, which body | represent on that working

group, has just closed, if you will, the survey peri od.

I reviewed perhaps 50 responses that we
received froma survey that was sent to the entire
nmenber shi p of 9,000, speaking roughly. Very
Interesting information and very interesting data.
Again | woul d be happy to share that with you

I do not know how accurate this is as a gauge
of how wi despread you hear the conplaints but we al so
have heard sonme -- you asked for exanples of good

rel ati ons between history prograns and IRB's. Yes,
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there are sone.

| think everyone finds it fairly a nui sance,
that the process is too cunbersone. | think many
appreci ate the value and there have been --
particularly for oral history prograns -- university
based oral history prograns as at Col unbia, at UCLA, at
the University of Nevada, Reno and others, they have
devel oped cordial relations with their IRB' s and have a
very expedited review process. So there are those
rel ati onships that are in place.

Recommendati ons: | cannot speak for the
profession here. | do not think or I know we have not
cone to the point of being able to formally nake
recomendations. Perhaps we will be able to in com ng
nonths. | think a codification of good practices would
be in order that would be dissemnated to history
departnents, history prograns, and institutional review
boar ds.

| think a reliance on the professional
standards that are already in place devel oped by the
Anerican Hi storical Association and the Oral Hi story
Associ ati on and perhaps they need to be revised and
reviewed in light of IRB and Code of Federal Regul ation
concerns. | think it would be appropriate to take a

| ook at those.
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A lower level review at the departnenta
|l evel. | do know of a couple of cases where that has
been institutionalized within history departnents
t hrough good relations with their canpus IRB's. They
basically do the review of oral history projects at the
departnment | evel

So if that answers your question.

DR SHAPI RO Thank you

Di ane?

DR SCOTT-JONES: Sone aspects of ny question
have al ready come up but | will just go through it
anyway. As all of you were tal ki ng about your
different fields | tried to think what would it take to
renmedy sone of the situations you brought up that were
not exactly to your liking and | canme up with six
areas. | wll just go through them and ask you if you
could respond to them

The first one possibility mght be different
and separate IRB's fromthose that review bionedi ca
research and Ms. Shopes just nentioned the possibility
of review at the departnental |evel rather than the
uni versity | evel

A second woul d be different and separate
regul ati ons fromthose that are for bionedi cal

resear ch
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And then a third would be a greater reliance
on professional societies and their regulations or
standards, presunably they are closer to the specific
di sci pl i nes.

Then, fourth, there is a possibility of
di fferent procedures. An exanple would be instead of
witten inforned consent, tape recording or having an
I ndependent person docunent that consent, inforned
consent was given

Then, fifth, nonitoring ongoing projects and
then at the conclusion of the project, review ng the
project for whether it nmet ethical standards.

And then, finally, no review of research in
your areas for ethical standards.

Do you have any response to what ways we coul d
go of the things that were hinted at or nentioned
directly in your talks?

DR SHAPI RO Pl ease choose your favorites
anongst that |ist because if each of you deal with six
we will be here a long tine.

DR SIEBER | would like to respond to
D ane's question about |ocal review and educati on.

There is an issue that Diane and | are both
very sensitive to, having been on a commttee that

wote a lot of friendly guidelines on how -- on best
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practices, which one governing -- one society refused
to have anything to do with because we m ght be thought
of as prescriptive. And which the other body went

t hrough and edited out anything that even resenbl ed the
word "shoul d. "

It certainly rem nded us that education and
enforcenment need to be very separate or you get
prof essional societies that are very risk averse. |f
we say you should do sonething then they are going to
cone after us if we do not.

And yet what we have seen fromthis panel is
that a great deal of flexibility is needed given the
different areas of research. It seens to ne that
because this is going to be an issue for a long tine --
| nmean, Murray and | have known each other for 25
years. There will be another 25. W need to focus on
educat i ng under graduat es.

It seens to ne that there is trenendous
i mportance to putting out useful principles of best
practices and putting them where you do not have to
depend on a professor or buy a textbook. It is called
the internet. And | think it is the perfect defense
agai nst overzealous IRB's and it is the way that the
people at the lowest levels in the food chain can get

the information that they need to performresearch
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ethically.

DR SHAPI RO Thank you. Any other coments
or responses?

M5. SHOPES: Yes, just briefly. | think that
ny personal preference would be greater reliance on
pr of essi onal associ ati ons and the professional
standards that have been devel oped within the
disciplines. | think those two work quite well
t oget her.

And then, as | suggested, a review at the
di sciplinary | evel.

DR SHAPIRO. Just to say a word about that
because it occurred to ne as | was listening to people
talk. | understand -- of course, it is easy to
under st and why revi ew standards by prof essi onal
organi zations would have a ot of quality to it, they
under stand the discipline best and so on and so forth.

| can well understand all that.

At the sane tine it would be very useful to
have societies tell us what restraints they m ght
suggest. | nean, | understand everybody wants to do
everything they want to do and they object to anything
that gets in the way but | nmean the whole idea here is
that in some cases val ues have to discipline interests.

| understand the interests of econom sts or historians
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or ot hers.

It is sort of annoying to have sonething in
the way. | understand that very well but on the other
hand we do have to | ook to the professional societies
not sinply to help thenselves out but to tell us what
di sci plines they think should have and then we woul d
have sort of a credible way to | ook to the professional
societies to help us out in this area.

So it has to be both sides of this, it seens
to ne, as we mght go down that road. | am sorry.
That is just a gratuitous comrent but in any case, |

think that is really quite inportant.

Ckay. Any ot her responses?

Yes?

DR ABOAD: | just wanted to thank you because
| do really need to go back to the Census Bureau.

DR SHAPIRO | apologize. | appreciate it.
Thank you and thank you very nmuch for comng. | very
much appreciate it.

DR COX: M. Chairman, can | followup to
your gratuitous conmment?

DR SHAPI RO  Yes.

DR COX: | knowit is out of order and that
Is that if the professional societies -- okay. Because

each of you have said, right, that you would not be
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here if you did not believe in doing research that was
ethical and that inplies to nme that there are
situations where the interests of the individual trunp
the interests of the research. |s that correct?

| nmean, we do not have to define what they are
but isit -- well, sois it ever the situation where
that the interests of the person that you are talking
to -- in the case, | do not -- so in the case of a
historical interview Al right. That they trunp the
I mportance of the research itself because if it that is
not the case, | have a real problem because then it is
what Harold says. It is that the scientific discipline
al ways trunps.

So what is the answer do you think? Because
if it is the case that the scientific discipline always
trunps and | will tell you in ny own personal
scientific discipline, right, which is a bionedical one
that the -- | will not say the nmajority but a | arge
nunber of ny coll eagues, the discipline always trunps,
and that is why | have a big problem So | do not know
what the situation is in history or in anthropol ogy or
i n psychol ogy.

DR SHAPI RO  Professor Wax?

DR WAX: It is not that | would disagree with

that. First of all, in responding to your coment,
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woul d say, yes, | would be in favor of the professional
associ ation doing the nonitoring. However, what | have
found is that the conplaints that conme to the

prof essi onal association are nostly of coll eagues
versus col | eagues and we have never been in a position
where let's say an aggri eved Anerican |Indian cane to

t he associ ati on.

| nst ead what we now have, which is nuch
better, is sonebody |ike Vine Didoria (phonetic)
witing a book that becane very fanous, Quster Died for
your Sins, about being afflicted with anthropol ogists.

What he really neant since he is a good friend of m ne
-- | can -- he once confided to ne that the real
probl em was that when he was executive chair of the
Nati onal Congress of American |Indians he was operating
In an office that was absolutely poverty stricken and
researchers would conme to him who knew not hi ng about
I ndi ans but wanted the nanme and address of the Tribe
they were going to research, or simlar Kkinds of
I nformati on.

Anyway, Vine wote a series of brilliant
essays. Qur problemis that we -- unless there is sone
mechanismto elicit fromthe subject people we do not
really know how they felt except retrospectively, you

know, in the case | told you where they said, "Ch, if
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you were going to do that, if we had known, we m ght
have hel ped you."

So it is not that | am saying that
ant hropol ogi sts are particularly noral and it is not
even disciplinary interest. It is, you know, how am I
going to get the Ph.D. or the nonograph or whatever
el se.

What does tend to regulate is that people wll
not cooperate with you unless they sense that you are
interested in themand very often then they will cone
to you and insist that you hear their story. That is
the optimal case.

But, yes, you are absolutely right.
Disciplinary interests do tend to trunp concern about
ethics and that is why | amarguing for what | call
post-hoc briefing or debriefing but that is the best |
can cone up with at the nonent.

M5. SHOPES:. Let ne try and address --

DR SHAPIRO W have one nore question --
after this we will have one nore question from Steve
and then we have to adjourn.

M5. SHOPES:. GCkay. Let ne try and address
this. | nean, on sone |level the interests of the
I ndi vi dual subject trunp the researcher when they

refuse to be interviewed but | suspect that is not what
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you are speaking of. And, yes, theoretically, | would
say, of course. | cannot think of a specific exanple
where you in advance or a peer review process in
advance woul d determne that this person or this group
are so vul nerable that you would not interview them but
that does not nean that, theoretically, it would not be
correct.

Quite frequently in the kind of research |I am
famliar with, topics trunp the researcher. It is
quite within accepted practice prior to an oral history
interview to discuss the topics and be quite clear are
there certain topics that are off limts. So in that
sense | think it is already codified wthin accepted
practi ce.

DR SHAPI RO Thank you. Steve?

DR HOLTZMAN: Thank you. Wen | was reading
the material sent out last night to us there was a
proposition in front of us that instead of trying to
come up with a definition of research, what the
comm ssi on ought to do was focus on the question of
what should IRB' s regulate and that will give us a
di fferent kind of approach.

And as | sat and listened to the incredible
diversity of things where there is the potential for

harm it really got nme thinking about what it is we



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

174

shoul d be thinki ng about even under an approach of what
shoul d an | RB regul at e.

So | found nyself witing down that, you know,
| ast week | went to ny local drug store, the OSCO and
swiped ny little discount card with nmy bar code on it
and so, of course, now the OSCO knows exactly what |
bought, probably knows things about ny personal habits
t hat none of you want to know about. Wo controls the
reuse, the resale, the research use, the protection
fromjunk nmail and junk phone calls that will eventuate
fromthat information?

And as | listened to these issues of soci al
science research, it seens pretty tame in terns of the
potential harns, okay, conpared to what goes on a
matter of commerce, which we do not think of as
research. And |I have nade the point.

| actually renenber in the biol ogical
materials context |ast sumer that for people |ike
nysel f who are officers of publicly traded conpanies,
you can go on the net and you can find out ny net
worth. And when people do that, they do things |ike
steal ny identity and whatnot under law. Right?

So | think it brings back to us the question,
what do we really care about and what do we want to

focus on? Do we want to focus on a bi onedi cal
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And it raises further questions that cane up

at the | ast conference of what

is this special

rel ati onshi p between a subject and say a doctor that is

t he cause of how we think about -- what | call

denmeani ng or synbolic content of that relationship that

puts in place a necessary framework, which could be

distinct for the different kinds of

exi st between the kinds of

various, to those subjects.

rel ati onshi ps that

research you do, and you is

It is just a set of thoughts.

DR SHAPIRO W will

di scuss that this afternoon.

So let ne call

have lots of time to

this part of our session

together. Before we adjourn, | do want to rem nd the

comm ssion that we have public coments at 1:45 so we

ought to be back here as close to 1:45 as possible just

with respect to people who have cone for public

conmment s.

Finally, |let nme thank our panel once again.

very nmuch appreciate you taking the tinme to be here and

we value -- benefitted a | ot fromyour testinony.

Thank you very much.

(Wer eupon,

was taken.)

at 12:55 p.m,

a luncheon recess
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AFTERNOON SESSI ON

DR SHAPIRO Colleagues, | would like to call
our neeting to order, please.

D ane, Bette, Arturo, let's go.

Col |l eagues, | would like to call this
afternoon's session to order.

PUBL1 C COMVENT

DR SHAPIRO W did have two individuals
fromthe United Methodi st Church who had signed up for
public comment. | do not believe they are here but |et
me just check.

M. Corey Kinna and Brian Hai nes.

Are either of them here?

Thank you.

Is there anyone who is here that would like to
address the conm ssion at this tine?

(No response.)

DR SHAPIRO Al right. Then we will go
ahead with the other aspects of our agenda for now.

There are -- we are going to focus our
attention this afternoon on really two issues which are
summari zed in the agenda as recommendati ons regardi ng
the definition of research, which we will come to in a
nmonment and have a good deal nore to say about that and

we w |l have adequate tine, | hope, to discuss it
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fully.

And then we want to get an update on the
result of our survey of federal agencies. Those are
really the two issues before us this afternoon.

And Marjorie has al so devel oped sone materials
whi ch were requested by the conm ssion regardi ng just
informati on regarding the structure of regul ati ons and
so on and she would |ike to speak about those and there
are sone additional materials at your place that relate
to that.

That is the package of materials that | ook
like this on the front of it. | think everybody has
that in front of themand so et ne turn to Marjorie to

deal with that first.

DR SPEERS. Thank you.

| have asked Stu Kimto operate the overheads
and that is by way of telling you that Stu Ki mworked
wWth ne on this project.

In response to really your request to better
under stand what the current regulatory structure is we
have tried to devel op sone visual aids for you that
wi |l help you understand the current structure fairly

qui ckly and readily.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

179

(Slide.)

The first overhead basically describes for you
the signatories to the Cormon Rule on the left hand
side. This is the -- this includes the agencies who
signed the Federal Policy for the Protection of Human
Subjects in 1991 and al so i ncludes the two agencies
that foll ow the reconmendati ons or the federal policy
but were not signatories at the tine, and that was the
Social Security Adm nistration and the Central
Intelligence Agency.

W also had listed on the bottomthe Ofice of
Sci ence and Technol ogy Policy because they were a
signatory to the Cormon Rul e but they have no
regul atory responsibility and, therefore, did not
codify it in regulation.

So when we speak bout the signatories to the
Conmmon Rule we are generally referring to 18
departnments or agencies within the Federal CGovernnent
that foll ow sonme formof the Common Rul e.

On the right hand side what we have listed are
the federal agencies that are not signatories to the
Conmon Rule and that is what it says. It does not nean
that all of them conduct research and are not
signatories. It sinply neans that they are not

si gnatori es.
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W do believe that sone of those agencies are
ei ther engaged in research or fund research. That is
that they sponsor research even though they are not
signatories to the Common Rul e.

(Slide.)

The next chart that you have on the overhead -
- this is a graphic representation of the current
regul atory system W have color coded it to help you
very qui ckly understand what the current structure is
and let nme just walk you through it.

W start on the left-hand side with the
Federal Policy for the Protection of Human Subjects,
which is al so known as the Common Rule, and to rem nd
you that the Common Rule is 45 CFR 46, Subpart A only.

That is what is referred to in the federal policy.

We use the color blue or alnost a baby blue to
indicate to you that it is a policy. It is not
regul ation so it does not carry the force of |aw that
regul ation carries. It is a policy and you may recall
that M chel e Russel | -E nhorn nentioned that in her
presentation |ast nonth to the conmm ssion

The dotted lines out to the federal agencies
represent the agencies that, as | say, were signatories
to the Common Rule or the Federal Policy in 1991,

Those agencies codified the Federal Policy in
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regul ati on and what we have given for you in this chart
is the Code of Federal Regul ations where it is codified
for each of those federal agencies.
From sone of the federal agencies you

see boxes that included additional regulations that
t hose agencies. They are either regulations or --

(Tel ephone interruption.)

DR SHAPI RO.  Sorry.

DR SPEERS:. That is okay.

So the boxes include, as | say, additional
regul ati ons or policies that carry the force of |aw
t hat have been adopted by these respective agenci es.
So, for exanple, you see under the Departnent of Health
and Human Services 45 CFR 46, Subparts B, C and D
whi ch are the additional protections for vul nerable
popul ations. Under the Departnent of Justice it
I ncludes regul ations related to research involving
prisoners. Under the Departnent of Veterans Affairs it
is their regul ations regardi ng conpensation for
research injuries and so forth.

VW have connected in this table the Soci al
Security Adm nistration and the Central Intelligence
Agency to the Departnment of Health and Human Services
because the public law that created the Social Security

Adm ni stration included specific | anguage that requires
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the Social Security Admnistration to follow the
regul ati ons of DHHS so that the Social Security

Adm nistration's regulatory authority, if you wll,
cones fromthat public |aw and then connects it to DHHS
regul ati ons.

The sanme is true with the Central Intelligence
Agency. [Executive Order 12333 has specific | anguage in
It that connects the Central Intelligence Agency to the
regul ati ons and gui dance for protection of human
subj ects that the Departnent of Health and Human
Servi ces have.

So |l want to clearly point out is that those
two agenci es have the additional protections that are
under 45 CFR 46 because of their statutory | anguage.

W listed in this table the Food and Drug
Adm ni stration out to the side and we did that because
we wanted to point out a couple of things to you. One
is that the Food and Drug Admi nistration is an agency
within the Departnent of Health and Human Services so
It 1s not a separate departnent as the others are.

However, it is an agency that has its own set
of regulations, you know, and it is a separate set. It
is separate fromthe Federal Policy for the Protection
of Human Subjects so we have listed it there so that

you can see how it fits into the structure.
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| hope that this diagramgives you the
information that you want and that it will be useful to
you in our future neetings when we return to the topic
of alternative nodels. The plan would be that we woul d
have this chart available and then we could | ook at
alternative nodels to the current nodels and you woul d
see how changes in the structure could potentially

affect reqgulatory authority and rul e maki ng processes.

(Slide.)

In the next chart that we have given to you
this essentially lets you ask the question, well, what
does this regulatory structure nean fromthe consuner's
point of viewif the consuner is the IRB. And so we
have two case exanples here for you. One is an
institution with a nultiple project assurance fromthe
Departnment of Health and Services, and then in the next
chart, which we do not want to put up yet, is an
exanpl e where an institution does not have a multiple
proj ect assurance and all we have listed here for you
are sone exanpl es.

So, for exanple, if an institution receives
funding fromthe National Institutes of Health, the IRB
woul d follow 45 CFR 46. |If the institution receives or

I's conducting research that is regul ated by the Food
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and Drug Adm nistration and it has a nultiple project
assurance, it then is obligated to follow 45 CFR 46 as
well as the two sets of FDA regul ations, 21 CFR 50 and
56.

If the institution receives funding fromthe
Department of Education, and | just picked another
departnent to nmake the case, then again they have to
follow 45 CFR 46 as well as the applicable regul ations
fromthe Departnent of Education

And, finally, if aninstitution with a
mul ti pl e project assurance receives funding fromthe
private sector, if that nultiple project assurance
obligates the institution to cover all of its research
then it would follow 45 CFR 46 but it is possible for
an institution to have a nultiple project assurance
where in that assurance it does not obligate the
institution to reviewall of its research according to
the federal protections.

Yes?

DR LO A question. How nmany institutions
that have an MPA are not required to apply the Common
Rule to all the projects in the organization? Do you
have any sense of that?

DR SPEERS. No. | do not have any sense --

that woul d be a question that we would have to pose to
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the Ofice for Protection from Research R sks and try
to get an estimate fromthem of how many institutions
we are tal king about in that category.

DR HOLTZNMAN: Marjorie?

DR SPEERS: Yes.

DR HOLTZVMAN: Because your |eft-hand col um
here includes both funding as well as regulatory, it is
probably worth noting that for the private sector
stuff, the overwhelmng majority of which is pursuant
to an FDA IND, if you are at a place with an MPA, the

FDA regs would al so be controlling so you woul d have

all three.

DR SPEERS. Yes. That is certainly true for
the FDA regul ated research. W were -- but again just
to nake the -- yes, just to nake the point, though,

that there are a nunber of organizations that fund
research fromthe private sector where it woul d not
fall into that category.

(Slide.)

And then in the other case when an institution
does not have a nultiple project assurance, just very
qui ckly to go through this one for you, again if it
were the National Institutes of Health that were
fundi ng the research, yes, a single project assurance

woul d be required and 45 CFR 46 woul d be fol | owed.
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If it is FDA regul ated research there woul d be
no requirenment for a single project assurance fromthe
Depart ment of Health and Human Services, the FDA
regul ati ons woul d be foll owed.

For the Departnent of Education there would
not be a requirenment for a single project assurance
from HHS but the Departnment of Education issues its own
assurances and mght do that and then the Departnent of
Education regul ati ons woul d be foll owed.

Anot her exanple is the Departnent of Defense.

An HHS assurance woul d not be required. The
Departnment of Defense would issue its own assurance.

Yes?

M5. CHARO  For the Education and Defense
l'istings you say that they nmay obtain an SPA fromt hat
departnent. |Is that because it is not required that
they get an SPA fromthose departnents? And if that is
the case, why would they ever want to bother with one?

DR SPEERS. The Departnent of Education is
here and so let ne |l et them answer the question.

This is for the record Ei |l een Deranond from
t he Departnent of Education.

M5. DERAMOND: The Departnent of Education
requires a single project assurance if the institution

I's receiving funding -- Departnent of Education funds



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

187

and does not have a nmultiple project assurance.

M5. CHARO kay. So that, in fact, we could
read the chart to say the institution nust obtain an
SPA fromthe Departnent of Education?

M5. DERAMOND:  Yes.

M5. CHARO  kay. Thanks.

DR SPEERS. And | know fromtal king with the
Departnment of Defense it would be the sane so we w |
change that.

M5. CHARO  Thank you.

DR SPEERS. Ckay.

(Slide.)

And, finally, in this chart, again just to
make the point with the private sector that if this
were funded by the private sector there would not be a
requi renent for a single project assurance and there
woul d not necessarily be any regulation that had to be
f ol | oned.

(Slide.)

The | ast handout in your packet and overhead
Is not a chart that we developed. This is one that
Gary Ellis fromthe Ofice for Protection from Research
Ri sk has devel oped and used often in congressiona
t esti nony.

It is aslightly different type of chart where
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what he is representing using various circles is the
human -- all the human subjects, if we have the
uni verse here, the largest circle being the universe of
human subjects or individuals who participate in
research, is to show that through the Food and Drug
Adm ni stration regul ations or through the Common Rul e
many subj ects or individuals benefit fromfederal
protections but, in fact, there is sone universe which
we are not able to define of individuals who do not
benefit fromthe federal protections.

Yes?

DR DUMAS: In the case of the private sector,
If there are private sector funds in an institution
that al so receives public sector funds does this change
whet her or not they need project assurance?

DR SPEERS. It -- the answer to that question
Is it depends on the commtnent that the agency has
made through its nultiple project assurance.

DR DUMAS: To the institution.

DR SPEERS. To OPRR and that is again -- when
you say public sector funds we are tal king about HHS
f unds.

DR DUMAS: Right.

DR SPEERS: [If an institution receives HHS

funds and has a nultiple project assurance then it
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depends on what that assurance says, what conm t nent
the institution has nade, to either review only
federally funded research or to fund all research.

DR DUMAS: O all research. ay. Thank

you.
DR SHAPIRO Ata?
M5. CHARO This is a bit tangential but since
you have nentioned OPRR several tinmes, | wonder if you

can tell us your latest information about the status of
t he change of regulatory authority fromOPRR within NI H
to an office within the Ofice of the Secretary.
understand that the people involved in regul ati on of
ani mal research have al ready nade the nove, the people
over seei ng human subjects research are in the mdst of
the transition but | wondered if you could tell us
exactly what the status is now.

DR SPEERS: | will do that unless Paul
CGoebel , who is representing OPRR, would prefer to it.

DR GCEBEL: You may have better information
than | do.

(Laughter.)

DR SPEERS. Do you want to tell us what you
know and then what | will dois --

DR SHAPIRO And we will tell you if you are

right.
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(Laughter.)

DR GOEBEL: That should be interesting.

The ani mal people are in the process of noving
out. Wuen | was at 6100 Executive Boul evard yest erday
there were still boxes in the hall to be packed so | am
not sure whether they are out or not.

The tine table that | heard is that sone tine
before October there is -- a newdirector wll be
chosen or a director fromthe advertisenment will be
chosen, whether it is sonmeone new or not, | do not
know, but a director will be chosen and the OPRR wil |
nove to HHS. | amnot sure if thereis -- if oneis
supposed to happen first or if they are each on an
i ndependent tine table but the last | heard is sone
tinme in Cctober.

W were schedul ed to nove physically. That
now has been put on hold because the previous deal fell
t hrough so that again is indefinite.

DR SPEERS. | really do not have nore to add
in terms of what we know that -- | guess the only thing
| would add is that | understand that either very --
very soon a notice is to go into the Eederal Register
making it known that the animal piece and the human
piece are splitting apart and that the OPRR will be

noving fromthe National Institutes of Health into the



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

191

Departnment of Health and Human Servi ces.

DR HOLTZMAN: Thank you

DR SHAPI RO Thank you. Any other questions
for Marjorie regarding this material ?

Vel |, thank you very much for putting it
together. | think it will be hel pful.

Ch, | amsorry. | did not see your hand. |
am sorry, Tom

DR MJURRAY: Marjorie, | suspect | speak for
man of the conm ssioners to say that this is a superb
rendering and the cl earest description, certainly this
chart with the red and bl ue and bl ack, | have ever seen
of the situation so thank you

DR SPEERS. Wll, thank you. Really we need
to express the thanks to Stu Kim who did the creative
work to figure out the best way to present this so that
you coul d understand it in 15 mnutes or |ess.

DR SHAPIRO Wth this conmssion that is --
we will not have any exam nations quickly. Ckay.
Agai n, also, ny own thanks, Marjorie, to you and Stuart
for getting this together.

V¢ now want to nove on to the discussion of
what were called draft recommendati ons of a particul ar
aspect of our forthcomng report. This was all

distributed to you and surrounds the issue of when



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

192

federal regulations or review gets instigated and what
the criteria are.

This was all distributed to you, | think
certainly before this neeting and we have al ready had
sone responses to it but let ne turn, first of all,
bef ore we begin our own discussion to Marjorie to
initiate discussion and then we will see what issues
are on conmm ssioners' m nds.

Marjorie?

DR SPEERS. Thank you. | wll just give you
alittle bit of background and the thinking that went
Into developing this draft recommendation for you to
consi der today. Through the discussions that we have
had to date and actually in anticipating what you woul d
hear today, this recommendati on was developed. It is
based on several thenes and | amjust going to go
qui ckly go over those thenes even though they were in
the nmeno that you received.

One is that for sone areas the current
definition of research is problenmatic because it is
difficult to determ ne whether an activity is research
or nonresearch. And | think, as you have heard in
testinony, we are very often not talking about the
extrenes, we are tal king about the margins, we are

tal king about a gray area, and |I think that that gray
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area is larger or snaller depending on the discipline
that we are di scussing.

The current definition of research does not
cover all the activities that should be reviewed by an
| RB, we have heard that there are other types of
activities that would benefit froman ethics review or
a review froman institutional review board, and
noreover that the current definition of research
probably cannot be revised so that it enconpasses al
of the activities that should be revi ewed, and that
per haps a nore productive approach would be to try to
define categories of activities that should cone under
the federal regulations and be revi ewed by an
institutional review board.

Thi s recomendati on was set up with a couple
of thoughts in mnd. One was that the comm ssion --
that you will need to consider several other areas and
make perhaps additional reconmendations. Wat | nean
by that is that we will also need to discuss the
definition of a human subject. W wll need to discuss
t he exenptions and different types of review so that,
you know, we are sort of stabbing into this process but
you need to keep the full process in mnd and we may
have to cone back and | ook at this again after we have

made sone of the other decisions.
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Secondly is it parallels in sone ways the
regul ati ons now and follows the -- potentially could
follow the decision maki ng process that occurs in the
federal regulations, which is the first stepis to
deci de whether it is research or nonresearch or what
woul d be changing to is, is this covered or not
covered, does it involve human subjects or not, and
then is it exenpt fromreview or not exenpt so this was
set up with that kind of decision nmaking in m nd.

The reconmendation really begins fromthe
perspective that for a large mgjority of the activities
the current definitionis fine. It seens to work. And
that is to say that the definition for whatever the
probl ens sone people may have with it that for many it
defines the activities that ought to be reviewed. So
t he thi nking was not to throw out the current
definition of research but to include it as one of the
categories of activities that shoul d be covered.

One of the things that we did that | found
I nteresting when we reviewed a nunber of the ethics
codes was that many disciplines use the term"research”
but they do not ever define it. They seemto know what
it is but it is not defined. And so again the way that
this was witten is you can use the current definition

of research or, you know, if a discipline uses a
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different definition of research, if it is research it
Is a covered activity.

So what we then are trying to do in the
categories that go beyond the first category is to try
to describe activities where it may be questionabl e
whet her they are called research or not or it would be
debated. Sone great minds would say it is research and
sonme great mnds would say it is not research but there
are other characteristics of those activities that
would require that it would fall under review of an I RB
or under the federal regulations and that is what we
try to acconplish in these other categories.

The ot her categories -- | do not want to go
t hrough all of them because | think that they can be
di scussed. | want to point out that it is deliberate
in this that they are not nutually exclusive and while
froma conceptual standpoint that may be unconfortabl e
or not appear clean, froma practical point of view and
sort of fromny own experience of know ng what
researchers do or investigators do to avoid the IRB
process, these other categories are witten in such a
way to try to capture as many of those activities
because -- well, let ne say no nore about that but it
Is witten to try to capture as nuch as opposed to not

doi ng as such.
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So | think what | would like you to do is to
di scuss them |If you want to know about specific
activities that would seemto fit into one of the
categori es versus another category we can certainly
have that di scussion

DR SHAPI RO Thank you very much. | wll
turn in just a nonment to conmmi ssioners. | just want to
underline one of the things that Marjorie said that as
we go through this we should not have in our mnds that
all other aspects of the systemw || stay as they are
because, for exanple, we mght do things to expedite a
| ot nore categories a |lot quicker as a possible. | do
not want to suggest that but that is a possibility.

So we have to be -- as we think about this we
have to try the imaginary thing we have to think about,
Is this will be followed by sonme perhaps new and
transfornmed set of regul ations using both expedited
review or any ot her aspect of the system you m ght
t hi nk about .

Now | know that is not always easy to keep in
mnd but | just wanted to reinforce that aspect of what
Marjorie said so let's just now go to questions.

| have Alta and then Bernie.

M5. CHARO  Thank you, Harol d.

First, | want to thank you, Marjorie, and the
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rest of the staff because this is noving us al ong
finally to sonmething very concrete. | also want to
apol ogi ze because having seen this ahead of tine |
shoul d have seen in it the comments | am about to nake
it now but sonetines it takes a while before it hits
you.

The one | would like to start with is really a
big picture question about this. This proposed -- this
proposal here is witten on the assunption that
everything that is currently considered research shoul d
continue to be subjected to IRB review even if that
nmeans just to get an exenption, right, plus there m ght
be additional things that we want to have given |IRB
revi ew.

| would like to ask whether we do, in fact,
want to only expand the category of things that shoul d
be subjected to IRB review versus renoving essentially
sub-one here, which says that all research is going to
go to an IRB, and sinply start with -- | think they
call it zero-bal ance budgeting. Start with a zero-
bal ance budgeti ng approach in which you say what are
the things that we actually think should go through an
| RB. | am open m nded on the answer but | did want
to put the question on the table.

DR SHAPI RO Zer o- based budgeti ng?
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M5. CHARO  Zero-based. Thank you.

DR SHAPIRO That is not an ethical issue.

(Laughter.)

DR. SHAPI RO Do you have sone exanpl es you
would like to give because | think it would help sort
of frame in our mnd just exactly what you have in
m nd?

M5. CHARO Well, in fact, | think sone of the
things that were being discussed this norning are
exanpl es. | have col |l eagues at other institutions, of
course, who mght do a nunber of interviews as part of
t he background research for an article that is
essentially an anal ytical piece but they want to get
sonme enpirical information to informthe anal ysis.

That work woul d be considered research with
human subj ects that woul d have to go through an I RB
even though it is quite akin to journalists --
journalistic kinds of interventions. But because it is
taking place in an academ c setting | suspect it would
be viewed as research. Certainly they are attenpting
to be systematic.

It is not that they had to random ze but they
are trying to, let's say, interview everybody who ever
wor ked as an undersecretary or above in a particular

gover nnent , what ever.
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This raises in ny mnd the question of whether
or not we want to automatically assune that such an
endeavor because it is systematic necessarily is
sonet hing that we want to have sent to an IRB. It nay
be that we cannot do better than the current definition
and we want to focus our attention on exenptions and
expedited reviews, which is what we did with HBM W
swept it all in and then figured we would clear it out.

But it has a procedural significance here
because if sonething is not -- whether or not sonething
i's considered research is a personal judgnent call nade
by the individual who m ght or m ght not have to
approach an I RB and say please review ne. R ght? But
if we call everything research it neans those
i ndi vidual s are under a substantial obligation to
approach their IRB' s and then it is either sonebody at
their institution or sonebody affiliated with the IRB,
dependi ng on how they set the structure, who has to
make the judgnment call about exenptions and expedited
revi ew.

So there is a procedural significance about
whet her we want to force people to presune that they
need to approach sonebody and then get exenpted out or
whet her we want to give themthe control thenselves to

decide if they need to present thenselves for
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regul ati on.

DR SHAPIRO Steve? This is on the sane
i ssue, please.

DR HOLTZVAN: Absol utely.

DR SHAPI RO Ckay.

DR HOLTZMAN: | just want to conpletely
endorse what Alta is saying and how it brings into the
frame how you have got at |east three noving parts
here, right. You are going to have research, however
we define it, equals IRB review

Nunber two, what is a human subject, right?
Because you are going to have human subjects research
and that is going to be gating on whether or not you
are either in frame or not for IRB review and how is
t hat det erm ned.

Then the next cut at it is if, in frane, does
the I RB nake the exenption call or not? So I think it
Is hard -- we have to start somewhere to nail down the
flaps in the tent, right. And one is to say do we nean
If it isonthis list it goes to the |RB?

Albeit it could go to the -- that is it is
human subject's research and the | RB now nakes the call
whet her or not it is exenpt and/or subject to expedited
review. That is one place to get at |east one flap

down.
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And then we mght then -- as Alta said, you
may say, well, therefore, that is what we nean. W nay
have to look at this nore tightly and | woul d argue ask
the question is research too w de as opposed to sinply
t 00 narrow.

DR SPEERS. Could | --

DR SHAPI RO Yes, go ahead.

DR SPEERS: | will tell you what ny intention
was and that is to say that these would be activities
that would fall under the federal regul ations, whatever
t hose federal regulations are, which is not the same as
saying that they would receive an IRB review, which is
the way the systemis now, which is that the activity
falls -- beconmes a "regulated activity" so it is one
that has to be | ooked at but it could be exenpt under
the current systemor it could be expedited or have a
full board review

DR HOLTZMAN: So let -- something | have
never been clear on. The first cut is it subject or
not? And who nekes that call is an inportant point to
be addressed.

The second is it is subject but it is exenpt.

Wio nmakes that call because it has been unclear to nme
and nmaybe soneone has an answer to that question

Currently does the IRB have to be the one who says yes
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but it is exenpt and then the -- and the expedited is a
different kettle of fish. You know you are in.

DR SHAPIRO Alta?

M5. CHARO But this -- actually to clarify,
and I will take corrections fromanybody here if | get
this wong, ny understanding is that although the
control of the definition of the termof research lies
with OPRR, in practice it is investigators thensel ves
or it is individuals thensel ves who deci de whet her or
not other are investigators engaged in research or they
are individuals engaged in sone other activity.

And that neans that if they do not think they
are doing research they sinply do not present
thenselves to an IRB. Now if they are in an academc
depart nent maybe their chair sees what they are doing
and di sagrees and hol ds them up or sonething but the
first cut is that they nake that decision for
t hensel ves.

Once they have decided they are doing research
It may be exenpt but nost MPA's are witten in a way
that does not allow an investigator to decide for
hinself that he is exenpt. Instead the decision that
sonething is exenpt is nmade by a disinterested party.

It mght be their supervisor, their departnent chair,

the IRB adm nistrator, the IRB chair but it is another
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person so that the distinction of whether sonething is
going to be called research even though it is
subsequent |y exenpt versus not called research is
significant in terns of whether or not there is an
initial contact wwth a disinterested party, which is
the first point of contact at which sonme people
conplain that already the burden has gotten to be too
great, and that this is interfering with their 1ives,
and that it is covering activities that should not be
covered, and that is why | just wanted to put it on the
table as whether or not we want it to be broadening
only or potentially narrowi ng the scope of activities.

DR SHAPIRO O her coments?

Yes, Bill?

DR OLDAKER | think having been an old
| awyer in the governnent and prosecuting for a | ong
time, one of the problens with having an overly broad
rule is that, in essence, what happens is that people
soon start to disregard parts of it and | think that if
we really have risks that we are worried about we want
to make the rule as narrow as possi ble so that people
will respect whatever that rule is and followit.

DR BACKLAR  Hell o.

DR SHAPI RO That sounds |i ke Trish, yes.

That is Portland, O egon talking.
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Trish, can you hear us?

It is dead now. | amsorry, Bill.

DR O.LDAKER. No. The point nerely was |
think that one of the things that we heard today was
that a | ot of people get swept under this rule because
of the various interpretations that are nade and |
think that that becones problematic in and of itself.
If the rule attenpts to cover too nuch, sweep too nmany
things init, that the real areas where the risks occur
get less rigorous exam nation than they otherw se
woul d, and that is just normal. That is normal hunman
nat ur e.

So | woul d endorse what Alta is saying about
zer o- based budgeti ng or sonething where you basically
| ook at the bottomline of what really should be
regul ated and then build up fromthere instead of
| ooking at it trying to enconpass everything and then
narrow it down.

Thank you.

DR SHAPI RO kay. Bernie?

DR LO | wanted to clarify for nyself sort
of the purpose of what we are trying to do here. 1In
our previous discussions we had a fair anount of
agreenent on the thought on the need to enlarge the

scope of the regulations in tw ways.
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One is to sort of |eap over the divide between
federally funded and nonfederally funded and not in an
MPA and not submitted to the FDA. Activities that were
clearly research in anybody's sense of the term where
there were substantial risks, which could go
t heoretically unregul ated what soever, and that was, you
know, the unani nous thing that passed a while ago.

So that would fit under the category you were
just tal king about, Bill. Thi ngs where there is a
perception that there is a substantial |ikelihood of
significant risk

The ot her area that we have tal ked about
enl argening are activities which are on the gray zone
bet ween research and sonething el se but present again
significant likelihood of serious risk so this would be
In the nmedical arena mani pul ations with | arge dat abases
where clinical information sonehow gets used for
busi ness purposes or quality inprovenent, or
advertising, but the risks to privacy and
confidentiality are the sanme as if you did the sane
thing and called it research. | think sone of us were
unconfortable with the idea of saying dependi ng on
whet her you classified it as research or sonething
el se, if you could get sone scrutiny or substanti al

scrutiny or no scrutiny at all.
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Then | think there is a lot of concern in the
publ i c about just needing to pay nore attention to
privacy and confidentiality in general. This is the
whol e HPPA heal th privacy | egislation.

Certainly in sonme course of the sense the way
you have got these things that are IRB's, we can either
ask IRB's to do nore of this general privacy or set up
things that are like IRB's and call them privacy
boar ds.

I am just wondering as we think about
enl arging potentially the scope of sonme of the things
we consi der research how far are we going to go because
on one |level you could argue that anything that
i nvol ves a breach, the risk of breach of
confidentiality that has substantial wongs or harns
attached ought to be reviewed by soneone who i s not
sort of just doing a project.

But | guess, you know, the other way to get to
that | would sort of coment on what Bill and Alta were
saying, it is not just a matter that people start to
ignore or flaunt the regulations, it is that we have
currently an IRB structure to which a | ot of concerns
have been rai sed over whether they have the expertise
and the resources to carry out the tasks that we would

all like themto do.
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And one of the things we have struggled with
is as we have given them nore things wthout
necessarily guaranteei ng resources or taking things
away, is it becone unwieldy. So | guess | ama little
concer ned.

| nean, | -- | amnot quite sure what it is we
are trying to enconpass. |Is it that these are things
that are like research in a sense there is a
substantial risk of wongs or harns and activities that
are not directly to the benefit of the patient unlike
clinical care?

What is sort of the general criteria that we
are sort of trying to enlarge things in? And that --
if we answer that it may answer Alta's question of what
shoul d we be excl udi ng.

DR SHAPIRO Jim then Larry.

DR CH LDRESS: A couple of points. | guess
one question | have and maybe even a concern i s how
feasible it is actually to try to redo the Common Rul e
and get sonething through since presunably this would
have to be incorporated into that and what tine frane
we m ght be tal king about but al so whether that really
is the problem we have heard or whether the problem
really is one of interpretation of the Conmon Rul e.

And that given its traditions of practice of
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interpretation by IRB's that may be creating the
problemand at |east | have not heard so nuch in our

di scussion at this neeting and before that the problem
really is what the Common Rule says on its face rather
than the way in which under various pressures IRB's are
interpreting what is research and what is required in
eval uati ng research invol ving human subj ects. Agai n
because of the pressures wthin institutions.

So | am wondering whether if we do decide to
go this way, recognizing that it will be a difficult
task, we probably al so ought to be working on the other
| evel, nanely how to deal with and perhaps correct
traditions and practices of interpretation.

And just to add another point, it seens to ne
follow ng up on what Bernie suggested that if we were
| ooking at the kind of research that was |argely
focused on this norning, the issues were to a great
extent privacy and confidentiality issues and that is
obviously sort of a background of the -- or part of the
context in which we are thinking about that sort of
research but we may need to address that nore
specifically or society is attenpting to address it
nore specifically in other ways, and obviously this is
sinply a part of the whole systemthat connects with

t hose | arger concerns.
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DR SHAPI RO Thank you.

Larry?

DR MIKE At the risk of junping in when |
just wal ked in but | did communicate to Marjorie when
the definitions issue cane out was that it was not so
much as trying to change the definition. W were
trying to -- it was an attenpt to enlarge the scope of
what woul d be revi ewabl e.

It seens to ne the straightforward way -- and
| have said this before, the straightforward way is
what is this kernel question and we are really tal king
about consent, conflict, safety, privacy and
confidentiality.

| remenber Dr. Levin in our earlier testinony
sayi ng he woul d rather see the exenpt and the expedited
process all put together instead of haphazardly
deci ding what is exenpt and not.

So it seens to ne that where | woul d be
headi ng towards is that what are we really trying to
mnimze in terns of issues here, harnms and aut onony
I ssues here, and fromny standpoint if we did not --
and of course we still have to nake a judgnent about
whether -- | think we will be heading nore toward a
| ocal and central type of hybrid where there is strong

feeling out there that it really should be a | ocal
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deci sion but they are dying for guidelines.

| just cane back froma health services
research or a health research group in HMO s and it is
quite clear that the local IRB's do not have any
gui dance what soever on interpretations. Like they
woul d ask nme, we would really like to know what
practical goal neans, but there really is no guide out
there and so there is no consistency.

But in order to get consistency even w thout
any nore formal hel ping hands from above by sone
federal agency or sonething where you suggest that it
Is created, a body that keeps on | ooking at these
I ssues starts to develop its own consi stency.

And so it seens to ne that aside fromthe
I ssue about whether there is authority for such a thing
as IRB's or even us to suggest that there should be
oversi ght over sonething nore than research, it just
seens to nmake i mm nent common sense that within an
organi zation that takes those oversi ght
responsibilities, they are | ooking at the problens they
are trying to mnimze at and regardl ess of whether it
falls under the Conmon Rul e or sone other aspect that
they will go ahead and do it.

I think you can do that and -- for exanple,

one of the -- then you would have to see what the



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

211

process is and, for exanple, right now !l think that the
-- what is allowed under expedited reviewis too
narr ow.

| would actually say if one neets the
standards of mninmal risk and one woul d have to address
t he i ssue about privacy and confidentiality in terns of
what minimal risk is that there be an assunption that
that is an expedited review rather than this other
I ssue about it has to be mnimal risk and here is these
limted categories under which expedited review can go
forth.

So I think that on one hand you increase the
responsi bilities of bodies such as IRB but you al so
make the task a little bit nore flexible and easier and
t hen obvi ously everybody is crying out for nore
gui dance and | think what they nean is that instead of
OPRR just com ng through and review ng our paper and
seei ng whether we followed the regs, they sure would
| i ke sonmebody up there that can give them nore gui dance
in terns of what these kinds of -- what these
regul ations nmean in particular instances and in
definitional issues.

DR SHAPI RO D ane?

DR SCOTT-JONES: | want to agree with what

Jimsaid just alittle while ago about what we have
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heard today so far and the issue of defining different
ki nds of research and not so nmuch as defining issues as
research and not research. | think we need to give
nore thought to that to naking sure that all of the
various kinds of research are reviewed in a way that is
appropri ate.

DR SHAPIRO Alta?

M5. CHARO Two points. First, | share Jim
Chi | dress' concern about how realistic it is to do
anything that deviates fromthe Common Rule. On the
ot her hand, since according to Marjorie's initial nmeno
we are al so considering inplenentation of our
resol uti on about expansion to the private sector we are
necessarily in an arena in which federal action --
congressional action is needed so that in a sense the
door has to be propped open for that so we can let, you
know -- we can |let the rest of the herd wal k through
with the first animal.

On the question about the scope of coverage,
right, when |I ask nyself why | want third party review,
| RB review, the answer usually conmes back that | want
review in those circunstances where people will fee
used against their will or just feel exploited. And
within that group of people there will be sonme who are

perfectly capable of protecting thenselves so it wll
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be a subset then that | think really need the I RB
revi ew.

So it is wanting to prevent people from
feeling used in situations in which they are not fully
capabl e of having protected thenselves and that is why
you woul d suddenly invoke all of the machinery of the
Federal Governnent.

Do we, | ask nyself, really want oral history
projects as a rule to be subject to federal regulation
since it is a circunstance in which people generally do
not feel used and abused and i ncapabl e of having sensed
that problemearly enough to be able to protect
t hensel ves.

O when sonebody does a survey of al umi
asking their attitudes about the curricul umand what
peopl e should -- what skills they should have when they
graduate and, you know, do we really want that to be
subject to federal regulation or do we want that to be
able to proceed a pace.

If that is the case for ne then | woul d
probably want a sonmewhat narrower scope of things that
even have to get an initial | ook see by an IRB official
or by sone higher up because | want to avoid having a
trenmendous anount of stuff heading toward the IRB' s

even if it is for an initial clear out through an
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exenpti on procedure.

You coul d acconplish that either by witing a
narrow definition or by witing a wide definition with
a then series of special exceptions that say not
wi t hst andi ng the above the followi ng activities are not
going to be reviewed by IRB's: (A Journalistic
interviews. R ght? (B) Student eval uations of
teachers. You know, whatever your list is going to be
of things that actually technically would cone under
t he | anguage.

But ny inclination is to kind of narrowit a
little bit up front in part because |I think actually
that Bill O daker's comment is well taken that to
mai ntain respect for the systemwe want to have peopl e
see a connection between the activities that are being
overseen and sone sense that there m ght even be a
probl emthat needs to be overseen.

DR SHAPIRO | also have a little different
perspective, | think, Alta, and nmaybe -- | amnot sure
that | have got it right either.

If you take this norning' s testinony, which
was only one aspect of a |lot of things we have heard, |
do not want us to be too focused on what we heard this
nor ni ng because we have heard a |l ot of testinony. |

was not at all reassured by what | heard.
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Mostly what | heard is either things had not
been done and, by the way, do not bother ne because we
have inportant things to doin life and we are a little
bit annoyed that, you know, soneone el se mght take an
interest in the protection of human subjects.

And so | have a rather different view
think that having a -- we need a systemthat works
obviously. A systemthat is over burdened, that has
unnecessary bureaucracy is all a bad thing, and we have
to address that problem and | conpletely agree with
what Bill said in that regard

But it seens to ne just by way of proceeding
as we go down this road, as Steve said, to start
putting sone flaps down and then we are going to have
to cone -- we are going to have to circle back and
adj ust but we cannot cone to any concl usions today. It
Is really rather dangerous to get narrow up front.

DR BACKLAR | have ny hand up.

DR SHAPIRO | will turn to you in a second,
Tri sh. Thank you for telling ne.

And, therefore, | think it is actually a
better strategy to draw the circle not excessively
widely but to take a broad set of activities and then
ask ourselves what is a useful -- these are areas where

there are human subjects. It is human subjects
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protection that we are really focused on. It is not
the efficiency of historians that we are focused on or
the efficiency of nolecular biologists or psychol ogists
or economsts. That is not what we are focused on.

What we are focused on in ny view at least is
human subjects protection but we have to find a way to
do it in a way that is not, you know, unnecessarily
burdensone and stunts all kinds of inportant activities
and so on.

So it seens to nme as a strategy that we ought
to proceed in a way that says, you know, one of our
roles is to | ook out for vul nerable subjects out there.

There is all kinds of powerful interests on the other
side who will weigh in over tinme and, therefore, we
ought to draw -- for purposes of the way we go about
It, draw it rather widely and then, as you pointed out,
I nmean you have pointed this as a second strategy
yoursel f, say, |ook, how can we nmake this as sinple as
possible. And so -- and that goes to whether it is
exenption or expedited review or sonething.

| actually think it is rather healthy for
peopl e conducting, just to use two exanples you gave,
alumi surveys or surveys of students to have to stop
and think about what this neans not for thenselves in

their own needs but for those people that they are --
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who are answering these questions and it may be just a
four mnute thinking that has to go on there but it is
rather healthy to do that thinking, | think.

And so | really favor keeping it broad for the
nonent understanding that we may circle back after we
devel op nmachinery in here and draw sone things out. |
think that is entirely possible and | certainly want to
all ow that.

But et nme turn to Trish.

DR BACKLAR | have been |istening al
norning and | actually really was extrenely pl eased at
the end of the norning, Harold, to hear you voi ce sone
concern about the risks that still may be there for
subjects and | was al so very pl eased just now to hear
Al'ta say that people should not be used against their
wll. It is the subjects who really need to be
protected still and despite everybody's -- nmany
people's talk this norning about consent, that they
were being overly reviewed and had too nmany i npedi ments
put in their path, so |l am-- all | amreally doing is
saying that | agree with you, Harold.

I think it is terribly inportant that we do
not forget why we are doing this. | did want to say
one other thing, though, that was -- when Steve spoke

about the issues about privacy | just thought that the
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termnow -- the title of that paper by Mrk Seager
shoul d probably be privacy is a decrepit concept, and |
do think that that is going to be of great difficulty
for us.

DR SHAPI RO Thank you, Trish.

Trish, just yell out whenever you want to
speak since it is hard to see your hand fromthis
di st ance.

DR BACKLAR | know. | regret having to
i nterrupt you.

DR SHAPI RO Thank you

Ber ni e?

DR LO | want to follow up on this idea of
trying to include what ought to be included but not
sweep so much in that it gets unw el dy.

Harold, to pick up on your point, | think it
I's healthy for whoever is doing a project, whether they
call it research or not, to stop and think about the
i mpact on the participants and the potential risks and
are they vul nerabl e.

But | think that if we can identify for
various big broad categories of research the kinds of
protections in the conduct of the study and the
sel ection of subjects that would nove it into a mnim

risk category to use Larry's term | nean, if | am
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going to do a survey, yes, | should think about what
the inpact is on the people filling out the
guestionnaires but there also, it seens to nme, should
be a way of defining criteria by which | could then say
if | do all these things it is going to be close enough
to mnimal risk or mnimal risk that | do not have to
go through a very el aborate | RB procedure.

And | think the real concern is not so nuch
t hat peopl e do not want any oversight of what they are
doing but it is the concern that if you allow any
oversight it is going to be so unwieldy and require so
much sort of back and forth and paperwork that it is
just not worth either doing the project or it is not
going to save -- it is not going to prevent a |ot of
wr ongs or harns.

So | think one way to try and get out of this
Is to define within broad categories of activities the
source of things that would qualify for either
exenption or expedited review, which would require very
little interaction provided you conducted the study in
certain ways.

DR SHAPIRO | nmean, | think we all agree
with that and | certainly agree with what you have to
say.

Arturo?



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

220

DR BRITO Alta, when you were making your
coomments initially I was follow ng al ong and sai d, yes,
| endorse this and | agree this whol eheartedly but
there was a point there where | becane a little bit
anxious and ny anxiety, | think, is because, of course,
we need to nake things nore clear and | have a question
for Bill actually about that but we need to nake it
nore cl ear and probably nore narrow

Where ny anxiety conmes fromis if we nake
things so narrow that there -- those that are not so
concerned about the subjects, and there are nmany peopl e
that are not concerned about the subjects that are
I nvol ved in research or not as concerned as certainly
peopl e that are involved in ethics on a full-tine basis
or what have you, and what we heard this norning
I nstitutions thensel ves are often notivated by anounts
of research

Wul d they be able to find nore | oophol es?
You know, | amjust thinking this out |oud when you
were saying that. Wuld they be able to -- sonething
about what you said nmade ne feel like there will be
nore | oopholes by making it so narrow that, you know,
you woul d say, okay, these things -- this list of
things is exenpt fromIRB review. It does not need to

go to IRB but by extending that list of things that
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woul d be exenpt would there be nore | oophol es?

So ny question to Bill related to this are we
real ly tal ki ng about maki ng things nore narrow when we
say that -- so it becones nore -- or are we talking
about things -- making things nore clear or are they
one and the sane?

DR O.DAKER M feeling is you have to nake
things nore clear. Cearness by its very nature nakes
things nore narrow but if we |ook at the risks, I think
Bernie said, if we | ook at bionmedical research, |
t hi nk, and human subjects, clearly it is covered. |
mean -- but when you get to the outer fringes | think,
nunber one, the risk factors are high there and so |
think, you know, if we look at it fromthat standpoint
we say we definitely want to cover there. | think in
psychol ogi cal studies and other things the risk factors
are also high there to the subject.

| think you have to ook at it fromthe risk
factor to the subject and also, as | think Alta said,

t hink you have to |l ook to the vulnerability of the
subj ects but those are the two concerns and they have
to be bal anced.

You could do it -- either way you could build
up or you could build dowmn. Ei ther way that you do it

you want to have a rationale for why you cover what you



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

222

do cover. | think the risk of covering too nuch is

t hat when around the edges people start to believe that
the rule is ineffective or it is covering things that
shoul d not be covered then that kind of perneates the
whol e system

If we are dealing with the -- basically the
federal systemnow that is one thing. Wen we try to
go to the private sector the ability of enforcenent
gets nuch greater. You have to have a nuch greater
feeling about the people who are going to be regul ated
that there is a reason to be regulated. So | think,
you know, we have to pick out -- | do not care whether
you do it fromup or down but you have to basically say
what are the risk factors, what are the bright |ines
that you can draw.

Now you may deci de to nmake sone things broader
just for safety sake but | think I would -- | think
definition is what you are tal king about. | think that
is really what you are trying to do is nake it as clear
as possible and there is always a risk in regulation
that it is easier to draw the very, very broad fence
but | think that that -- in doing that you do not
acconpl i sh what you want to do. You acconplish
actual ly the opposite.

DR SHAPI RO Thank you.
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Tonf?

DR MJRRAY: | found nyself in great synpathy
with Harold's wanting to begin with the big picture and
then | started having all these troubling thoughts.
Suppose the adm ssion's departnent at Princeton wanted
to do a nmarketing survey just to see how effective --
whet her their materials were being read and, you know,
what the return rate was. |s that human subjects
research and ought that to be reviewed by an | RB?

It seens to ne -- and then | went back and |
said, well, where would that be covered and | read
nunber three and I will just -- for those of you who do
not have a copy of this, I wll just read it quickly.
Activities undertaken with individuals that have
mul ti pl e purposes where at | east one of the purposes
does not involve direct benefit to the individuals and
I's undertaken to provide information to the persons
conducting the activity, their organization or another
entity.

Well, that seens to be pretty clearly cut but
so woul d market surveys by private conpani es al so be
covered. W have got to have sone other limting
conditions or principles there and at this point | just
want sone help. It could be fromanybody. Marjorie,

Harol d or anyone el se.
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DR SHAPIRO There is a | ot of people that
want to speak and | have got a good list here and |
wWill turn to themin a second. | think that there is
actually nore agreenent anongst us than di sagreenent
here. The question is not whether we are going to have
to find some things that Iimt the scope of what goes

to an IRB, which is already up the streama little bit.

W clearly want a ot of things that are
enconpassed here not to go to I RB ever and the question
is when do we start focusing on that issue? Do we try
to -- as | guess Steve or soneone said or Alta -- have
the issue rather broadly defined, see what nechani sns
we try to put in place, and then start carving issues
out or go the other way around.

It could work either way. | nean, it is not a
| ogi cal --

DR MIKE Can | just answer Tonf

DR SHAPI RO  Yes.

DR MIKE | think in the current system
there is a two pronged approach. That is just one of
the areas that is nentioned but | would argue that the
current definition of research woul d excl ude those
marketing studies so that there is -- it is not that

just because it fit that situation --
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DR MJRRAY: But that is what | am--

DR MIKE Yes, but what | amsaying is if we
are going to design a new systemny -- under the
current systemthat would not be included but if there
were sone risks involved then those are the kinds of
studies we would like to be included. | think what we
are starting -- what we are going to end up withis a
system | i ke Harold says which is broad and then we are
going to decide not only which ones we want to excl ude
but who has jurisdiction over what. | nean part of the
i ssue here is that -- is it the Cormmon Rule that it is
going to apply or is there sonme state or institutional
privacy policy or federal privacy law that will apply.

And then the question is, as again | said, |
woul d rat her have one body dealing with all of those
because you have a consistency in, you know, those
ki nds of issues.

DR MJRRAY: Just a quick distinction. One, |
amnot sure it is going to be helpful in the end but
one of the earlier speakers made the distinction
bet ween the use of say scientific nethodol ogy to answer
guestions for whatever purposes. So a well designed
mar keting study that does a good sanpl e.

Versus science, which is an effort to

generalize sonething like -- an effort to create
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sonething |i ke generalizable know edge. W did include
-- that was included in the original definition. | am
not sure whether we want to retain that kind of

di stinction or not.

DR MIKE But all | amsaying here is that
we -- | renmenber a speaker saying, well, you know, we
do these things and it is designed -- we do these other

things it is for generalizable know edge and ny answer
was, yes, but you are just parsing it out. It is the
totality of it all that applies, not just the little
phrases that nake up the whol e statenent.

DR SHAPI RO  Steve?

DR HOLTZMAN. Part of nme says, Harold, that
we are all in agreenent and part of ne thinks that
there is a very inportant first step here which we
better not slide over and | think Alta was pointing
towards it.

It can seemthat pragmatically whether you say
sonething falls within the scope or it is exenpt does
not matter and maybe you could pragmatically nake it
strai ghtforward about how to get an exenption and it
woul d not be a problem

But Alta raised the question what is the
proper scope of governnment oversight even where that

oversi ght may be nothing nore to say than this activity
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Is exenpt. So take your exanple of that marketing
study and | found nyself saying, you know, | can sit
here and thi nk about ny interests and openi ng ny nouth
and maeki ng these noises. It would be good of ne to
take into consideration the inpact on all of you.
Clearly I do not do that, right.

(Laughter.)

DR SHAPIRO W will answer that |ater,

St eve.

DR HOLTZMAN:.  Ckay.

But the truth of that statenment does not nean
that this set of social interactions in which I am
engagi ng shoul d be one which is the subject of
governnent overview al beit an exenption. So | think
there is an inportant first step there that we cannot
just obliterate.

DR SHAPIRO | agree. | agree with that.

Let's see who | have here. Marjorie and Eric
wanted to say snoot hing.

Marj ori e?

And then D ane.

DR SPEERS. | wanted to just address the
guestion a bit that | have heard here of what are we

doing a bit and try to give you sone thoughts on that.
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One of the things that we are trying to do
here is to reduce sone of the anbiguity that exists
NOW.

For exanple, | wote down three exanples. One
I's program eval uation. 1s program eval uation research
or is it not research? Surveillance, is it research or
is it not research? Quality inprovenent, is it
research or is it not research?

You have heard about all three of those
activities and, you know, if it is called research it
falls under the regulations and if it is not called

research then it does not. And so we have a system now

that has a double standard init. It does not even
matter about the funding. It sinply matters of how you
call it, whether you call it research or nonresearch

And so one of the things | think that we are
trying to do nowis to take out sone of that double
standard and to take out the sinply if it is research -
- if it is called research or not called research, you
know, having that be the cut that is nade.

The other point that | wanted to bring up is
that in all of these categories -- or | take that back.
In the first -- in the categories up to nunber six it

Is assuned if it is not explicitly said that there

woul d be risks. And this notion that, you know, are we
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trying to include activities here that do not involve
risk, no. 1In those first six categories it is assuned
that they all involve sonme risk.

And so perhaps the question for you to
consider is when we talk about risk are we really only
tal ki ng about significant risk or are we tal ki ng about
any kind of risk, any level of risk? And what is the
| mportance or significance of the dignitary risk or
harn? Because again for many of these types of studies
that are on the fringe or on the margin the risks are
either a dignitary risk or harm inforned consent, or
It is the privacy and confidentiality issues.

Those are the ones so, you know, just to drive
the point home if we are tal ki ng about a nedi cal
records review or we are tal king about student records
or -- let me just start with those two exanpl es.

The primary concern with either one of those
could sinply be the issue of consent and the dignitary
risk. So to ne it depends in part of how you want to
think about risk as to then which of these categories
may remain or not remain in this.

DR SHAPI RO Thank you.

Eric?

DR MESLIN. | also wanted to put sone context

into this. You have heard testinony at several
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nmeetings now, the purpose of which was to present you
wi th exanples of activities, be they research
activities or other activities, that are either not
currently perceived or wi dely understood to be captured
under federal regulations. And if you do not believe
that was the case then you can sinply | ook back to all
t he di scussions that the National Conm ssion had and
the President's Conm ssion had and see how often oral
hi storians were presenting before the National

Conmi ssion and the President's Conm ssion. The answer
I's none. No tinmnes.

So the question that cane up earlier as to
whet her a taxonony or a case based approach can be
devel oped is what we have been doing the |ast couple of
nmeetings and | would in a sense encourage you or rem nd
you to not go to the alumi marketing exanple but to
the six presenters we have had so far and the six we
had at the | ast neeting and nake an assessment on your
own as to whether the cases that they presented and
were living enbodi nents of were just as a heuristic
activity in or out of this nodel. Yes or no? And you
do not have to answer but that is -- you do not have to
go outside with all due respect to Princeton's
Mar ket i ng Depart nent.

Go to the oral history. You know, go to the
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ant hr opol ogi sts with the Ogdal a Si oux and cone to your
own initial assessnent.

| say that because following Steve and Bill's
points | think the challenge we are trying to present
you with or force you to nmake a deci sion about is
whet her the are activities that are not al ready covered
or well covered, and | use the word covered on purpose
as opposed to reqgqulatorily defined | RB review or not,
but generally covered as a matter of principle or ought
to be covered.

You did this in the capacity report. You
| ooked at the federal regulations and you nade a
decision that there is a population out there that are
not appropriately or sufficiently well covered in
regul ati on and you nmade 21 reconmendations to change
federal regulations in that regard.

On the other hand, you have a choice to | ook
at those things that are already covered and deci de
whet her what is mssing followng on Bill's suggestion
Is nore clarity, nore care, nore attention. You did
that in the HBMreport. You said the regs are pretty
good but what is needed is a set of nore clearly
def i ned gui dance that you have actually told OPRR they
ought to interpret the guidelines in this way.

And | do not see those as nutual ly excl usive.
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You have been given, you know, thanks to Marjorie's
excel l ent work, you have been given as many cases
wi t hout goi ng outside this roomas you probably need
and we can find lots nore. W have not brought the
political scientists here. W have not brought any of
the other organizations that Carrie Jo was able to
track down in two pages of notes for you.

The only other thing I would say is in
following up on TomMirray's earlier question about Don
Chal ners' paper, anong the reasons that we want
Prof essor Chal mers to present a paper for you is
because Australia is one of only two countries, Canada
being the other, that decided within the |ast two years
to broaden their national guidelines to cover all of
the things that you have heard.

You may want to ask Professor Chal ners and
even Bernard D ckens when he cones to the Madi son
neeti ng next nonth because he is expert in the Canadi an
system as to whet her that broadening, although it is
too early to tell, has had a good effect, has had a bad
effect, has had no effect, and if you would |ike staff
can contact directly those oversight bodies in
Australia and Canada and ask themfor the early
returns. Are the IRB's up in arnms in those countries?

Are the investigators saying thank goodness for these
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gui del i nes?

So | amjust remnding -- basically building
on what Marjorie said and rem ndi ng you how you al ready
have sonme of the tools to think through sonme of this.

DR SHAPI RO D ane?

DR SCOTT-JONES: M question has changed a
lot fromthe time that | raised nmy hand just |istening
to Marjorie and Eric and Tom and ot her people so let ne
sort of try to say what | amthinking right now and
amnot quite clear on the purpose now of the draft
recommendati on because if | understood Marjorie and the
origi nal purpose that | understood before comng to
this neeting, this recormmendation is to -- was to
enl arge the definition of research to include
activities that are not often considered research such
as surveill ance.

But, Eric, if | understood you just now, you
are referring to the social sciences and | would |ike
to register just a gentle objection to ny discipline
bei ng research with quotation marks around it because |
think it is research without those quotation marks and
| would like just to have nore clarity on whether we
are consi dering the social sciences and how they are
rel ated to bionedi cal research or are we considering

other activities that would not even be actually in the
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soci al sciences, in psychology or anthropol ogy or other
of the social sciences.

| am not clear now on what we are doing and |
would really like to get sone clarity on whether we are
tal king about the relation of the social sciences to
ot her sciences or these other activities that nmany
peopl e have not even considered research at all.

DR SPEERS. Let ne try to clarify. This
reconmendation i s not about the social sciences versus
t he bi onedical sciences. Wat this recomendation is
basically trying to address is that within any of the
di sciplines, any of the disciplines that, if | could
say conduct -- any of the scientific disciplines,
al though I do not know what | just did to humanities
there but within any of the disciplines that conduct
research that is covered.

Whet her they use the current definition that
is in the regulations or if they have anot her
definition, if it is research and they call it research
It is covered under here.

DR SCOTT-JONES: Right.

DR SPEERS. Wat we are trying to do in these
additional categories is to capture those activities
where it is questionable for whatever reason, whether

it is research or it is nonresearch, but what is at
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stake is that there are risks involved in those
activities to the individuals who participate in those
activities and, as these categories, say there is no
direct benefit and we did not say direct nedical

benefit because we were thinking nore broadly than

bi onedi cal research where there is no direct benefit to
t he individuals who participate in those activities.

DR SCOTT-JONES: And then just as a followup
comment then there is another big issue and that is the
I ssue of the social sciences and the bionedi cal
sciences in all the various points that we heard from
our last panel. So there is another big set of issue
that we need to consider, right?

DR SPEERS: That is correct, which woul d not
fall -- which | do not think falls under this
recomendation but it falls under other recommendati ons
that | hope that we will consider that would deal wth
the nature of the review, the type of review and what
m ght be required in a review for those different types
of sciences.

DR SCOTT-JONES: ay. As long as we are not
consi dering psychol ogy on the fringes |I am okay.

(Laughter.)

DR SPEERS. R ght.

DR SHAPIRO Well, we could have a little
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poll and to take other recomendati ons such as that but
in any case | have five people on ny Iist now and then
we are going to take a break. It does not nean the

di scussion will end. W wll take a break.

DR BACKLAR | have a question, too.

DR SHAPIRO kay. Trish, you are on the
list. You will be nunber six on ny list here.

| have Bernie, David, Alta, Larry and Trish
and | know | had one ot her.

DR DUMAS: \Wat about ne?

DR SHAPI RO Rhetaugh. Rhetaugh Dunas,
right, you are on here. | could not read this. | have
"R' but | did not know what the initial | had after
that. | apologize for that but Bernie.

DR LO | want to followup on Eric's
suggestion that we try and think about specific cases
or situations and I would urge that we think of two
categories and then try and fit in cases in each and
see if we can agree.

The first category are things that now are
typically not comng before IRB' s that we think ought
to and I think, you know, Marjorie, you summarized what
a |l ot of people suggested. Things like quality
assurance, program evaluation particularly in smnal

prograns of vul nerabl e popul ati ons have many of the
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characteristics that would want us to put it in that
cat egory.

It seens to ne keeping with the spirit of sort
of zero-based budgeting we al so ought to keep a list of
things that we want to sort of take out of the IRB
process or at least put it in an expedited exenpt
category and | think there is a lot of survey research
that does not deal with sensitive topics, does not deal
particularly with vul nerabl e popul ations that I am not
sure needs to go before a review body provided it has
certain protections built in the protocol for
safeguarding the identity of the individuals.

So |l think if we can agree on sone things that
ought to cone out and sone things that can conme in we
may be able to work back fromthe general cases and see
what broader categories are they exenplars of. It is a
little hard with the general definition to see what we
exactly nmean by that and we nmay be able to agree nore
on the specific cases.

DR SHAPI RO Davi d?

DR COX: So Bernie basically dealt with ny
thing. Fundanentally | amconcerned in this whol e
process as | tal ked about earlier today that people
just do not take this serious. So no natter what we do

it wll not make any difference unless we get themto
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take it seriously.

Vel |, one of the ways to get people to take it
seriously is to take the things that they think are
trivial and not have themincluded but at the sane tine
then take the things that are not in there and put them
in. Just what Bernie just said.

So | amvery keen on that approach because
ultimately we have to do sonething to have peopl e
consider this a serious topic and |I think that not
enough peopl e do.

DR SHAPIRO Alta?

M5. CHARO | amstill back on your conment
awhi | e ago, Harold, about the | essons to be | earned
fromthe testinony that we heard.

| also heard a great deal of resentnent of the
rules and a | ot of descriptions about ways that people
would like to get out of themor around them

DR SHAPIRO | agree.

M5. CHARO  Fair enough. | nmay be nore
synpathetic to their frustration because of ny persona
famliarity with peopl e who have gone through -- we
have got multiple IRB' s at our institution and there
are IRB's that deal with the social sciences
particularly and there are stories people have about

goi ng through that IRB are hair raising.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

239

| think | draw a slightly different |esson,
therefore, fromwhat | heard. In these fields and in
sone of the others where we have heard testinony in
terns of program eval uati on and out cones research and
such, | find nyself thinking that the frequency with
which there is going to be any person who feels used
and abused or is actually harned seens like it will be
pretty | ow

And where the frequency of sone kind of harm
is low |l have to ask nyself if there are alternatives
to federal regulation. In sonme cases there are. For
exanpl e, professional codes of ethics can operate to
constrain the people within those disciplines
conpl etely independently of federal regulation.

Second, there are post hoc sol utions that
provi de renedi es for people who have been injured and
are supposed to, therefore, create a deterrent effect
in the future so that sone things would be recogni zed
under the tort system as invasions of privacy,
defamation, that would give rise to a cause of action
that woul d send a nessage to a field that this goes
beyond the pal e and equi val ent to nedi cal mal practi ce.

So that just as in the field of nedical care
we recogni ze a range of disciplinary phenonenon | would

want to nmake sure that we keep in mnd that that range
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exi sts here as well and ask in these areas is the
renmedy that we want federal regulation or is it
possible to say that other |ess global or |ess
systematic disciplinary neasures m ght be sufficient?

DR SHAPIRO | think -- | really think that
is -- and | amvery synpathetic to that point. | do
not think that oversight equals federal regulation or
that federal regulation neans IRB review These are
all different matters and that is where the -- | think
the creativity of our process will cone in because | am
as anxi ous as anyone to get rid of the set of
unnecessary bothersone -- the thing that really are of
no benefit to anybody. W ought to get rid of it. |
conpl etely agree.

| think we are all synpathetic with that. |
think it is very inportant in our conversations not
al wvays to m stake what the unbrella is -- that is our
overall area of concern versus who is subject -- who
gets to an IRB, what is subject to federal regulation
or tort or professional guidance or whatever.

| nmean there is all -- | conpletely agree with
you on that issue and | think as Bernie and David have
al so said as others, you know, it would be in error if
we cane out of this thinking that everything we do now

I's good and now we will do sonme nore things because
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there is a lot of things we do now that are not working
so well and maybe getting themout of the systemis a
good idea so | amsynpathetic to that aspect of it.

| know Marjorie wants to say sonething but |

have Larry and Rhetaugh and Trish and then Marjorie.

Larry?

DR MIKE | would like to preface ny
comrents by saying first that ny understanding -- as
again | had e-nailed to Marjorie -- is that what she

had sent out is really not a definition of research.

DR SHAPI RO  No.

DR MIKE  But sort of the activities that we
m ght want to cover.

| think what we will end up with is a clearer
definition of research and what kinds of things it is
going to apply to. And then in asking for voluntary or
I ncentive neans to cover other kinds of things that are
not research

The reason | say that is we are bound to be
criticized as a conm ssion on human subj ects protection
In research for expandi ng our charge outside the
research area. That is one.

Nunber two is that if we want to expand the
purvi ew of established institutions both by regulation

and by custom now beyond the research area that is
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going to take really a ot of effort and probably
fundanental changes in the acts because as we were told
before we are going to have enough troubl e changing the
Common Rule. | nean, | do not see what is going on

t here.

So it seens to nme that a nore pragmatic way of
dealing with this issue is to say -- is to provide
clarity and support for organizations wthin
institutions that do these kinds of review and
encourage those institutions to adopt simlar but nore
fl exi ble review mechani sns for activities that raise
the sane kinds of autonony and hazard issues but which
may not technically fall under it because, you know, we
al ready have nodels for that in terns of voluntarily
covering nonfederally funded research by the
pharmaceuti cal industry doing the sane kinds of reviews
when they do not necessarily have to.

DR SHAPIRO No, | nmean that is -- | agree
that that is an interesting -- well, in fact, that is a
scenario we considered and then rejected in the case we
have al ready cone -- we were dealing with the cl oning
I ssue you recall that there was sone thought on the
conm ssion that we would ask for certain things and
ot her things be voluntary or encouraged and then we

woul d see | ater whether they required |egislation.
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W rejected that in the end in that case but
it mght be very appropriate in this case to rely on
t hi ngs other than federal regulation. Ckay.

Let's see. Rhetaugh?

DR DUVAS: | would |ike to ask the question
that has just been referred to. Do we want to expand
our charge to include considerations outside of what is
currently defined as research or do we want to clarify
our definition of research to enconpass activities of -
- such as those we heard this norning that should be
defined as part of -- should be defined as research?
That is one question that | have.

It is not clear to ne whet her we have deci ded
that we need to be concerned about working activities
that currently do not fit under the rubric of research
and we need to nove out to include those in our
consi derati ons.

The second thing is that the reports that |
heard this norning did not sound to ne |like activities
that woul d not be defined as research al though they
m ght feel that there may -- nust be sonme kind of
excl usi on.

So ny tendency -- ny inclination is not to
gather additional activities that should be attended --

that are outside of the rubric of research but rather
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get clear about what we are calling research and stick
to that.

DR SHAPI RO Thank you

Trish in Portland, O egon.

DR BACKLAR It seens to ne that | have sone
meno here that tal ks about a draft recommendati on but |
cannot find that anywhere in ny material or in ny e-
mail. |Is this sonething you have in front of you?

DR SHAPIRO Both are true. It was e-nmailed
and it is in front of us but nostly because we brought
it, | guess. It was not handed out today | do not
bel i eve.

DR. BACKLAR: It was not a handout. |n other

words - -
DR CH LDRESS: It was handed out today.
DR SHAPIRO It was handed out today as well.
Excuse ne.
DR BACKLAR. Am | understanding that the
draft reconmendation is these one -- these four points

that Marjorie gave us?

DR MESLIN. Trish, they were in the e-mail of
a week ago as one of the many attachnments that we sent
to all conm ssioners.

DR BACKLAR  Yes.

DR MESLIN. If you would |ike, we could have
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soneone fax it to you

DR BACKLAR. Well, | amnot in ny office.

DR MESLIN.  Ckay.

DR BACKLAR: | amat hone. Fax it anyway but
| think that the first recommendati on was the issue of
whet her an activity is research or nonresearch -- is
that correct?

DR MESLIN  Yes.

DR BACKLAR  Yes?

DR SHAPI RO  No.

DR BACKLAR  Then | do not have this.

DR BRITO Trish, what | had e-mailed to ne,
and | think this is probably the sane problem | did
not get the attachnment. | got the first two pages and
then the coments from Al ex Capron.

DR, BACKLAR That is what | got.

DR BRITO R ght. Wat we have here, the

recomendations, there is a list of eight that --

DR BACKLAR. | do not have anything |ike
t hat .

DR BRITO | did not have it until this
norning. That was in the -- so | think a lot of us are

like that. So | do not think you have that draft.
DR BACKLAR Ckay. Because | thought perhaps

you were all tal king about snoothing that | am not
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| ooki ng at.

DR BRITO R ght. The letter you are talking

about has the generalities. This is nore specific.
DR, BACKLAR  Yes.
DR BRITO Right.

DR BACKLAR. (Ckay. So in other words you do

or you do not have this?

DR SHAPIRO W do have it.

DR BACKLAR kay. So if sonebody -- it
woul d be nice if sonebody faxed it because | will go
and get it later.

DR SHAPI RO Thank you very nuch.

DR BACKLAR  Thank you.

DR SHAPI RO Thank you, Tri sh.

Marjorie?

DR SPEERS. | wanted to expand just to
clarify for you a bit about exenptions now because in

this di scussi on about scope and what woul d cone under

the regulations it is -- tonme it is intimately tied
with review and -- because | think about the coments
that -- two of the corments that we heard this norning,

whi ch was activity should be reviewed and then the
guestion becomes what is the review and so | wanted to
el aborate on exenptions for you.

When sonething is now exenpt under the
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regul ati ons, what that neans is it is conpletely

exenpt. It does not nmean it is exenpt fromIRB review
It is exenpt fromall of the requirenents in the

regul ati on so, you know, the obvious question that you

will get froma researcher will be, well, then | do not

have to get inforned consent because it is exenpt from

all of the regul ations.

Further, an institution, for exanple, is not
required to have an IRB. It is not required to have an
assurance. |In other words, the research does not have
to be conducted ethically if you will because it is
conpl etely exenpt then fromthe federal regul ations.

So at this point for sone of these activities
you can either at this point define themas not
research so they do not fall under the regul ations or
they can be research and then they are exenpt and they
fall outside of the regul ations.

The alternative, and this is particularly true
for some of the activities that we are tal ki ng about
that are on the fringe, and for those that are
considered mninmal risk activities maybe where the nain
risk is either the dignitary harmor a privacy
confidentiality issue.

The alternative is to now put it through

either the expedited or the full board review process
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reviewing it according to all of the regulations that,
you know, we use as we would do a clinical trial. It
is the -- the criticismfromthe fieldis it is, you
know, a one size, you know, fits all

So that the issue of review, | think, is tied
in wth this issue of scope.

M5. CHARO Marjorie, could you clarify what
your inpression is of who has to deci de whet her
sonething is exenpt?

DR SPEERS. M sense of who nmakes t hat
deci sion now or what is -- what we strive for is that
It 1s sone type of athird party. So it can be an IRB

It can be a person who has sone kind of responsibility
for human subjects protection. |In sone cases it may be
even -- it may be a departnent chair but it is not
general ly the researcher.

M5. CHARO Right. So it is not true that
calling sonething -- it is not true that saying that
sonething is not going to be within the scope of our
regul ations is equivalent to calling it exenpt because
the difference is whether or not the individual has to
go to a disinterested party. That is the real
di fference there.

DR SHAPIRO That is right.

M5. CHARO  kay.
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DR SPEERS. Right.

M5. CHARO By the way -- | amsorry, Harold,
but the expedited --

DR SHAPIRO Go ahead.

M5. CHARO : -- review which keeps com ng up,
just as a matter of personal experience it does not
expedite things a whole lot. It has got a great nane
but it is a bit illusory.

DR SHAPI RO Thank you.

| think it is a good nonent for us to take a
break now so why don't we -- it is -- why don't we try
to reassenble at quarter to 4:00? It is about ten
m nutes from now.

Thank you.

(Wher eupon, a break was taken from 3:40 p. m
until 4:21 p.m)

DR SHAPI RO Col | eagues, we are running quite
a bit behind tinme and we obviously will not be able to
adjourn on tine. | think this may be the first of the
nmeetings that | have chaired that has not finished
either on tine or ahead of tine and | apol ogi ze for
that but we will try to finish as close on tine as we
can.

Let ne -- | want to turn to the material that

Kathi wants to deal with but et me say a few words
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about our previous discussion and we will, of course,
have to conme back to you on that and it has been very
hel pful, the comments that were nmade today, and we wil |
have to sort of reassenble our thinking and share it
wi th each other and see where we go fromthere.
| do want to say one or two things about that.

As | think nyself of the definition of research, which
we can alnost all repeat by heart, which is |listed
under itemone there since we have cone to it so nmany
different tines during our discussion, it is
interesting to me that nost of the comments we have had
over the tinme we have been a conm ssion and worki ng

t oget her have to do with concerns regardi ng things that
were not covered, things that sonehow were not thought
about very much as focused in the bionmedi cal nodel and
so on and so forth, and this was done 25 years ago and
now t hi ngs have changed and so on and so forth.

As | look at that definition and ask nysel f
what is wong with it -- | nmean, it is sort of a big
enough definition of research you would think it would
capture the whole world and there would not be an
activity that would not fall into it.

| think a characteristic of that definition is
the word in the second line of it which says design.

Design goes to intent and that |eaves a | ot of roomfor
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interpretation. | nean, there you just do not know
what is in and what is out. | nmean, it is sort of you
cannot sort of just tell by | ooking at sonething

whet her -- what the intent was.

And we -- even if we were to keep that
particular definition and want to keep it at that |evel
we woul d have to at least clarify that issue so we
woul d know whet her health services research, for
exanpl e, one of the things that canme up today, was in
or out and | think as this research -- as this
definition is witten you could think of the exact sanme
research project carried out by the Health Services
Adm ni stration, which would certainly fall into the --
into this as a research project that they sponsored,
and you woul d have the exact same study done by let's
say an HMO for quality assurance purposes that would
not cone in at all and it would have nothing to do with
whet her there was risks or anything else involved with
it.

It seens to ne that that is at | east one issue
that needs to be clarified. 1 do not want to say
expanded because that seens to bring other inmages into
play here. So | think we are going to have to do
sonething here to clarify it -- let nme use that word --

so that it is nore obvious to people what is in and
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out, | think, and we have not done that adequately yet
and we have to -- have sonme work to do on that.

Secondly, | think that | picked up fromreally
nost of the comments, and sonething which | certainly
agree with, that, as Bill said first, you want this to
be a workabl e system so people will respect it, use it
and it will be effective.

| think it is a very inportant task that
what ever we cone out with at the end has to fulfil
that or else it is not going to, you know -- we will be
fooling oursel ves regardi ng how effective we are.

And t hat neans one way or another that one of
the things that we have to do now, we probably want to
stop sone of them and yet there may be other things
that need to be done. There is going to be sone
churning in here as we go through this.

And we have to be especially sensitive and
per haps creative regarding if sonething is in that
category what is the review process. Is it expedited?

What does expedited nean? Is it exenpt? Wat does
exenpt nmean? And so on and so forth because | think we
are just going to have to pay sone attention to that
because that is the other thing we have heard a | ot of
over the years, that is it is a bureaucracy with no --

wi th no ai m sonehow for many researchers.
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Part of that is sinply everybody feels annoyed
when they have to do sonething they woul d rather not do
but part of it is genuine and we will have to work our
way through that so there is a lot to be done here and
what | really want to ask you is that given our
schedul e of activities and so on we will cone pretty
shortly with sonme suggested changes in this but we need
to hear fromyou, e-nail or otherwise, on a pretty
regul ar basis now. That is we cannot wait between
neetings to see where we all stand. Qherwi se we are
going to not get far enough progress.

So that we will take everybody's comments into
consi deration, return to this issue and see if we
cannot focus in a sonmewhat better and nore effective
way, and then we will still argue a lot | am sure but
at |l east we may start noving down towards clarifying

the issues in a way that we think is noving us forward.

So we will be back to you very shortly on this
Issue. In fact, if we can squeeze any nore tinme out
tonmorrow we m ght indeed discuss it sonme tonorrow if we
can nmanage to fit it in because it is such an inportant
issue. So we will get back to that pretty regularly
fromhere on forward.

But let's nowturn to Kathi to at |east give
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us an update, which is how!l think I would
characterize, Kathi, what you intend to do, regarding
the summary of the results fromour survey of federal
agencies, which you will all recall, and Kathi has been
working on it.

Kat hi ?

PRELI M NARY RESULTS FROM
SURVEY OF FEDERAL AGENC ES

DR HANNA: Does everybody have a copy of the
survey? It should have been in your package that was
in the folders, | believe, that were at the table.
Because | want to just kind to wal k through the
prelimnary data and | have to tell you that 16
agenci es have responded so far. In sone cases there
are subsets of those agencies. For exanple, the
Departnment of Health and Human Services has 11 separate
responses in there for each conponent. So I have two
stacks of paper that are this tall and have really only
begun to scratch the surface.

The first thing | wanted to say is that |
Think that the agencies really put in a trenendous
anount of effort in conpleting these surveys in a very
responsi ble way. There is a huge anmount of data in
there and | think that your oversight project is going

to be able to mne those survey returns for the entire
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duration of your project just because of the diversity
of the information in there, the depth of it, and it is
an enornous anmount of information that | do not think
you are going to be able to characterize very easily.

What | want to do is just talk alittle bit
about sone of the nore descriptive data that we have
been able to quantify and if you -- | apol ogi ze for
t hese over heads because when you are dealing with 16
agenci es and about 35 subconponents data gets pretty
dense.

These are the agencies that responded and you
al so have that on your handout. You can see that for
sone of these agencies they submtted nore than one
response dependi ng on the conponent. They had to do
thi s perhaps because of adm nistrative, statutory or
budgetary reasons. Their budget is separated in a
certain way.

And the first overhead, Stu, just gives you a
sense of the budget.

(Slide.)

Now t hese are questions one through four. W
recogni ze -- now you grappled all afternoon wth what
is research and here we are going to these agencies and
saying not only decide what is research but put a

nunber on it and put a dollar value on it, which was a
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difficult task for many of them

If you ook at the first colum, this is --
the first thing we did was to give us your agency
budget in fiscal year '99 and that was an easy enough
task for all of them

W then asked themto then give us roughly --
we did not ask for exact nunbers, they could not
provide them these are not -- this is not OMB quality
data. W did not ask themto provide that.

G ve us a sense of how nuch of your total
budget is devoted to R&D and it is inportant that the
R&D is sonetines counted in their nunber, sonetines it
Is not, sonme of themwere able to separate out the D
others were not able to do that. So the second col um
there is the anount that they feel they devoted to R&D.

We then said of the anount that you devote to
R&D about how nmuch of that is devoted to research that
i nvol ves human subj ects and, of course, this was a very
difficult answer for many of themto give us.
Nonet hel ess, everybody did and we have a | ot of caveats
that we are going to have to apply to any
interpretation of these data not the | east of which is
the difficulty that some of themhad in defining
exactly what constitutes research in their organi zation

and what constitutes human subjects research
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But you can see that there is huge variability
not only in terns of their total budget but | just did
as an exercise this bar graph.

(Slide.)

| amsorry that it is not in color. M color
printer was used to nmake many maps of China for a sixth
grade social studies project and it ran out of ink.

(Laughter.)

DR SHAPI RO (Good deci si on.

DR HANNA: So it is not in color but |I have
good maps of the clinmate and geography.

| did this -- | just took six agencies. |
just randomy selected them Just because as kind of a
civics lesson, | thought it would be a good idea to try
and get a sense of perspective for some of these

agencies. So the first columm, which you cannot really

see very well, and I know you cannot see it on the
overhead -- | think you can see it better on the
print out.

The first colum is their total budget, the
agency budget.

The second bar is the anount of their budget
that is devoted to research.

And then the third bar, which sinks alnost to

the ground for many of these agencies, is the amount of
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their research budget that is devoted to human subjects
research

The scal es are obviously very different. |
could not put DOD on here because then everybody el se
woul d have sank below the plane but it just -- | think
it gives a good context. For sone of these agencies
their mssionis quite different than for say CDC or
NlH or FDA. The agencies that we typically think of as
bei ng kin of research based agenci es.

If you | ook at, for exanple, Social Security's
total budget and then go across and | ook at how nuch of
It 1s human subjects research -- if you | ook at the VA
you realize that so nuch of their budget is devoted to
patient care and infrastructure, a large health
servi ces system and that their anount of research that
I's being done with human subjects relative to their
budget is quite small. So | think that is one -- one
| esson.

| amnot sure what you can interpret fromit
other than to realize that for a | ot of these agencies
in the grand scale their human subjects activities are
relatively small conpared to other activities that they
are involved in.

(Slide.)

Goi ng back to the survey, if we | ook at
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guestions five through seven, actually five through

ei ght, these have to do with the really hard issues
that you were grappling with this afternoon. How do
you deci de what is human subjects research? How do you
determ ne whether sonething is exenpt? Wo determ nes
that? Then on a little bit nore quantitative side, do
you have any IRB's in house? Those data are very dense
and they do not |end thenselves right now to any kind
of quick summary but by the next tinme | report on this
we will have a nmuch better sense of where -- the
answers are very conplicated as you can i magi ne.

So I do not have anything to say about those
right now The only thing | can say from | ooki ng
t hrough these is that a | ot of agencies struggle with
determ ning what is exenpt. Sone of them have a very
clear idea of what they think is exenpt. Qhers m ght
not agree with themthat those are exenpt and vice
versa. So | think there is a lot of variability in
what agencies determne to be exenpt.

For exanple, you know, sonme agenci es m ght
consi der a denonstration or evaluation project as being
exenpt. Another agency mght | ook at the sane project
and not consider it to be exenpt.

Sone agenci es because of their m ssion and

their culture they consider sonme of their activities to
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be exenpt under the public benefit and service
criterion, that it is part of their nmandate, it is
part of their mssion to conduct -- provide the
services that they provide.

They do not consider it necessarily to be
research. |If those sanme activities were being done in
an agency that was not so service oriented they m ght
be viewed differently. So | think there is just a
lot of variability in the federal agenci es.

For question nine it was fairly easy to
characterize. W just asked themto please check off
all the types of research that they are engaged in,
whet her they conducted thensel ves or whether it is
conducted by contractors or through a grants program
and you can see that it is -- a lot of agencies are
involved in a lot of different kinds of research.

| amnot sure that we are going to learn
anything fromthis other than that all of the

categories of research are supported by severa

agenci es.

(Slide.)

For ten, question ten, which focused nore on
vul ner abl e popul ations, | think that there are probably

sonme surprises in here for sone people and you cannot

real ly take these responses at face value. | think a
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| ot of the agencies that are doing research in

vul nerabl e popul ations provided fairly extensive

expl anati on and docunentation of exactly what those
activities are and what the nature of those activities
are.

Many of them who checked off, for exanple,
research with pregnant woman said that, you know, that
was a bit msleading of a question because the research
m ght have had -- it had nothing to do with the
pregnancy itself. It just so happened coincidentally
that the woman was pregnant at the tinme that she was
I nvol ved in the research. O in sone cases the wonman
becane pregnant while she was involved in the research
unbeknownst to the investigator.

So | think we have to be careful about draw ng
any conclusions fromthis kind of cursory |ook at the
data. | think there is alot nore to it than neets the
eye.

Interestingly, several agencies checked off in
the other category that they do research or they
sponsor research that is done with enpl oyees,
contractor enployees, parts of their work force,
mlitary personnel, students, and | think that they --
It was interesting that sone of them characterized

t hose as bei ng vul nerabl e popul ati ons and t hey provi ded
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pretty good expl anations of why they did that. So |
think there will be a lot that can be | earned from what
they have to say there.

(Slide.)

Sone of the questions that we asked a little
bit nore about what their adm nistrative structures
are, that is how many FTE s do they have devoted to
human subj ects protections, how bit is the office, who
signs off on decisions. There is huge variability, you
know, based on what the departnental or the agency
structure is and | amstill struggling with what we are
going to do wth all of that information and whether it
tells us anyt hing.

| do not think there is any easy equation that
if they do so many dollars worth of human subjects
research that they should have so many FTE s or they
shoul d have so many | RB's.

| think one thing that you are going to have
to grapple with is what | would call the hidden costs
of protections for a lot of these agencies and that
they m ght not have a | ot of people in house but they
structure a lot of their contract and grants prograns
to ensure that there is review but they do not do it.

It is done by the academ c institution or the research

institution so a lot of the reviewis conducted outside
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of their purview but with the assurance that it is
bei ng done so it is going to be hard to cal cul ate
whet her -- you know, what the indirect costs are on
grants or on contracts in terns of their review

The only other thing that | would want to
hi ghlight are that the sanctions issue, which is
addressed in 14, again is hugely variabl e dependi ng on
t he agency as to whether sanctions include just having
your | aboratory taken away from you or being court-
martialed. So the way that various agencies respond,
nost of themreported that they have not been in the
situation yet where they have had to i npose sancti ons,
and those that did described what the process was so |
think that that will be useful infornmation.

W asked sone open ended questions at the end
just to get a sense of where the agency thinks things
are going. Question 16 asked themto describe any
energing research issues that are likely to influence
human subjects protection and the list is there for you
to see. | do not think there are any real surprises
t here.

| had to do sone reading to figure out what
action research is. | now know what that is. Were
the -- the action research is where the people that are

i nvol ved in the research actually participate in
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nodi fying the design or altering the protocol in a
certain way. | think it is used nore traditionally in
educati onal settings.

There were many nore issues that were raised
but | just thought these were sone of the ones that
were com ng up over and over and nentioned by a variety
of people. Research using |arge datasets, publicly
avai |l abl e datasets, |arge databases using electronic
comuni cation, electronic information systens that were
-- those issues were raised by a nunber of agencies.
They are trying to figure out how to deal with those
| Ssues.

(Slide.)

Then the last one just asks -- we just said,
you know, what issues are inportant to you and do you
think that NBAC should be taking on. Again there
shoul d not be any surprises here. These are the sane
t hings that you have been tal ki ng about in your
di scussion. darification of, you know, what
constitutes mnimal risk, what is included under
research, what is exenpt, how to streamine
I nterpretations across agenci es.

Several agencies said that they co-fund some
projects with other agencies and that there is a

probl em soneti nes because the interpretation of the
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protections in the federal guidelines say it m ght be
slightly different and when they get -- when they go
into co-funding situations those kinds of things have
to be negotiated. People would rather that those

di fferences did not exist.

Many agenci es responded that they have grow ng
concerns about research that is done outside of the
purvi ew of the federal systemand there were nmany, many
suggestions for kind of procedural adm nistrative kinds
of reforns that NBAC mi ght consider having to do with
IRB's, having to do with educational prograns.

| think a lot of -- there were a |ot of very
good suggestions having to do with IRB's dealing al
the way from you know, judging conpetency and
accredi tation and accountability to instituting paid

IRB's. So there was a | ot of feedback there.

I think that probably -- | believe Marjorie
has asked nme to have a full -- kind of a full report
available to the conm ssion by July on this. | expect

that we are going to have to go back to sone of the
agencies just for sone clarification. Sonme of them
provided interesting data. They responded in a way
that | certainly did not anticipate and | think we are
going to have to go back and just ask themto clarify.

If in looking at the survey again or the
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survey instrunment anything strikes you as being

i nconplete or if we are going to be in the process of
goi ng back -- and this would be in an intervi ew manner
-- to any of the agencies or if you have any particul ar
agenci es that you have questions about just let ne or
Marjorie know and we will try and follow up on that.

Any questions about what | have told you?

DR SHAPI RO Thank you very much, Kathi

Ata?

M5. CHARO Yes. One question concerning
vul nerabl e populations. It is unfortunate that they
found it difficult to answer because the question
specifically asked about targeting those popul ati ons
but sone of them apparently answered any tine a
vul nerabl e person is included even incidently.

Were you able to tell from margi nal comments
that they scribbled which were which or if you go back
to other reasons would it be possible to get an answer
to the question that was originally asked?

| amonly -- | amnot saying that we should go
back just for that but if we were going back anyway it
woul d be hel pful to have a sense of which agencies are
targeting those popul ations and then have a sense of
whi ch agenci es have adopted special protections so that

we have a sense of where the protections are matching
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up the popul ations. And, also, for those that did not
if there is an absence of any problens it suggests that
sonme of those special protections nmay not be needed any
| onger.

DR HANNA: | think that is a good point and I
am not sure fromwhat we were provided whet her we can
di scrim nate between those that target those
popul ati ons specifically and have special protections
in place. | know sone of the agencies -- for exanple,
Depart ment of Education, they have other -- they have
ei ther conpanion statutes |like the Privacy Act or other
countervailing kinds of regulations or statutes that
they consider to be protective in another sense and we
have -- we did get those kinds of data fromthe
agenci es but your question is a good one about the
popul ati ons.

| was -- frankly, | was surprised at how many
checks there were in those categories and | suspect
that it is because they were including the fact that
t hose popul ati ons were included in sonme research
protocol s even though they were not targeted.

DR SHAPI RO D ane?

DR SCOTT-JONES: | pass. | answered it for
nysel f.

DR SHAPI RO. Pass.
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DR SCOTT-JONES: Pass.

DR SHAPIRO Kathi, maybe | could ask sone
guest i ons. On the -- | guess it is the answers to 18.

At least that is howit appears on -- which asks for
suggestions. And they have clarification of

requi rements for protection for surveillance activities
versus research

Could you say a little nore about that?

DR HANNA:  Well, | guess surveillance can be
interpreted in a lot of different ways and wi thout -- |
have been trying very hard to not credit any particul ar
coment to any particular agency at this point until we
get sone clarification fromsone of them

| think surveillance is neant broadly in terns
of collecting data on an ongoi ng basis perhaps in the
CDC sense where there is surveillance activities
underway in a popul ation where you are trying to track
the course of an infectious agent or whatever.

| do not think it is meant in the sense of the
-- you know, kind of the watching people in --
observi ng people that are unaware of the fact that they
are being watched but | think that the surveill ance
activities where people are just collecting data over a
period of tine because they do not know what they are

| ooki ng for but they suspect sonmething is going to cone
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up out of the data that is going to give thema clue as
to what is going on, | think agencies that do that kind
of work do have a problemw th understandi ng how t hat
ki nd of research shoul d be reviewed.

DR SHAPIRO Could you -- | understood what
your response was to really focus on what | woul d think
was sort of public health activities. They are trying
to protect the public, therefore they are watching the
progression of sonething out there. And that is
different, for exanple, fromthe governnent, for
exanpl e, evaluating or the HMO eval uati ng how wel | the
HMO i s doing by surveillance of that kind or the HMO
doing it for itself for its own quality contro
pur poses.

It is minly the forner that is at stake here
In the response that you have gotten and not the
latter?

DR HANNA: | think so although | think
surveillance, for exanple, fromsonme of the agencies
that do health services research, they do -- they m ght
be doi ng sone kinds of surveillance on quality
indicators froma variety of health care sites. They
m ght be just trying to nonitor outcomes for certain
di seases in certain areas. And so | think they

struggle with whether that is doing human subjects



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

270

research and whether that has to go under |IRB review or
whet her they are fulfilling sone kind of a
congressional mandate that this be a part of their
activity so that they can design services that --

nmean, it is -- you are seeing it in the news right now
wi th what the Census Bureau has been struggling wth.

Wien is it just collecting information that is
going to help an agency provide services, which is
their m ssion, versus conducting research and | think
it is a problemthat seens to haunt several agencies.

DR SHAPIRO G ven the current definition |
can understand why. It is not -- at least it is not
clear to ne.

Coul d you say sonething al so about the triage
systemto determne risk? | could not quite understand
what you neant by that?

DR HANNA:  Well, a couple of different
agenci es nmentioned the fact that they think that there
shoul d be sone kind of a system where you can quickly
determ ne, you know, a level -- | guess it is a
nodi fi cation of the expedited review which several of
t hem sai d does not make things go any faster
necessarily but a systemwhere there could be a quick
determnation that sonmething is mnimal risk or it

m ght not warrant I RB review where it could quickly get
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noved into a category of scrutiny dependi ng on whet her
it needs a high level of scrutiny with everybody on the
| RB readi ng the protocol and actually physically
nmeeting and tal ki ng about it versus sonethi ng nuch
faster.

| think it is probably they are referring to
sone kind of a variation on expedited review There is
a sense out there that expedited revi ew does not do
what it is supposed to do.

DR SHAPI RO Yes. And under the bullet that
deals with admnistrative reforns, have they cone up so
far -- you may not have gotten this far with what you
think are some useful and creative suggestions in this
area because it is obviously an area of concern for
everyone, and | just want to see if you are sort of
getting sone useful suggestions other than just, you
know, do sonet hi ng.

DR HANNA:  Well, | think that they have --
there were sone suggestions that cane up as to how
there could be reforns in the federal oversight system
having to do with issues having -- |like |ocation of
OPRR.  What this new office should be doi ng and what
its mandate shoul d be.

So there were sonme useful suggestions there.

There were al so sone suggestions about how agenci es can



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

272

or should interact with IRB's and what the record
keepi ng and reporting nmechani sm shoul d be.

| have to say, though, that |I do not think
t hat agencies for | think obvious reasons were
forthcom ng about changes that they think mght be nade
in their own organizations, and | think that that is
under st andabl e.

These surveys had to go through several |ayers
of review and sign off and we did not really ask them
to be fair, to focus too much on what could be done in
their own agency. W did ask themto report on what
changes have occurred in their agency over the past
three years and we have got a |lot of information there.

DR SHAPI RO Sone of the -- oh, Steve?

DR HOLTZMAN. Well, if you are in a line of
questions go ahead, Harold. | do not want to
I nterrupt.

DR SHAPIRO | just have one snall question.

One of the issues was coordination -- | have forgotten
where this is. It was sonmething to do with
coordi nation and di fferences between agencies and so
on, sonething of that nature

And one of the things that we hear a | ot but
has never really been clarified was the relationship

bet ween the NIH and the FDA, and whet her that was
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adequat el y coordi nated and so on even though they have
sone different regulations that apply. Ws that the

i ssue they were referring to or is it just another set
of issues all together?

DR HANNA: | would have to say that that is
probably the primary tension point for -- not just for
NIl H and FDA but for other agencies that kind of get
caught in the confusion.

DR SHAPIRO Yes. ay.

St eve?

DR HOLTZMAN: | amnot sure this is a
question for Kathi so much as it is for the conm ssion.

If one takes on its face this $10.6 billion nunber you
cannot help but be struck that plus or mnus N H
represents 81 percent of it, HHS represents 87 percent
of it, and HHS plus the Census represents 93 percent of
it.

What does that suggest, if anything, to us
about where we shoul d be focusing our energies in terns
of concerns about regul ation and where the system needs
to be beefed up and what kinds of research? O is the
answer it does not at all and any single human being in
any formof research deserves protection

DR SHAPIRO Eric?

DR CASSELL: Wwell, I think that if we | ook
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back at the issues that have been -- that have nade
probl ens, partly to which we are responding, they did
not all occur in those big places. | think it is just
-- it is everywhere and it has to be everywhere.

DR SHAPIRO That is ny own feeling as well,
Steve, al though obviously if you put NNH or HHS and
include FDA in that and sort of sweep in all the things
that cone through that, which are not on this -- which
are not on this page that is a huge -- that is a huge
majority of the work that is actually going on. It is
very large. And so | think that is a hel pful and
useful piece of information to keep in mnd but | do
not think we should for the reasons Eric suggested
i gnore the other.

Larry?

DR MIKE Maybe it is too soon to answer but
was there a qualitative difference in the response for
possi bl e changes between say NIH heavily into
bi omedi cal research and the other agencies which are
scattering just about everything el se?

DR HANNA: Let nme understand -- try to
under stand your question. You nean did they -- the
response - the open ended question as to kinds of
probl ens that are occurring -- the agency -- well, NH

and FDA had a lot to say there but | think that --
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DR MIKE | guess --

DR HANNA: | think that sonme of the
interpretive issues having to do with the Common Rul e
are much nore problem-- were nmuch nore problematic for
t he nonbi onedi cal agencies. | nean, the real puzzlers
for themin terns of what qualifies as research and
what is exenpt and what is mnimal risk, | -- it --
just on face val ue those kinds of concerns seemto be
much nore on the top of the list for the nonbi onedi cal
resear ch agenci es.

DR MIKE Ckay. | guess, for exanple, being
t he Bureau of Census and NI H woul d be one exanpl e.

Can | just ask just one question on the Bureau
of Census? It seens that they have just about said
everything they do is research and | would not buy
that. They put the whole -- they put their whole
budget in as research and then they put about half of
that as human subj ects research.

DR SHAPIRO You nean in the table that is
here, yes.

DR MIKE It is just a cooment by ne. You do
not have to answer it but | just -- | just thought I
woul d not agree with that.

DR SHAPIRO Yes, | understand. |

under st and.
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O her questions? Any other questions for
Kathi at this tinme?

Kat hi, what is roughly your time frame here
for progress? | understand -- | know there is |lots and
| ots of paper to go through so | amnot trying to --

DR HANNA:  Well, | think | amstill -- | am
still having discussions with Marjorie and Eric about
what is the nost useful way to present all of this
I nf ormati on.

DR SHAPI RO  Yes.

DR HANNA: | think that we have to figure
that out first and obvi ously any suggestions any of you
have woul d be very helpful. Marjorie and | have tal ked
about using exanples that conme out of this survey data
t hr oughout the report. For exanple, there are sone
excel | ent educational prograns that are supported by
sone of the agencies for IRB's and whatever that |
t hi nk woul d be useful nodels.

I think we have to figure out whether you want
to see all this data reported in one place or not. |If
you do then the schedul e would be that by July that
woul d be in a final report.

Do you have a preference for seeing it all in
one place or just kind of mning it as needed?

DR SHAPIRO Well, | think I, nyself, do not
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see it all in one place if you are asking ne the
guestion. | just really want to see what the key
i nferences are and have the back up where that is
necessary but not necessarily all in one place. That
Is just ny view

Ckay. Any ot her questions before we adjourn
this session and this afternoon's neeting.

Ckay. Thank you all very nuch.

(Whereupon, at 4:56 p.m, the proceedi ngs were

adj our ned.)

* * * *x %



